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Whighlights
* PART 1:

RAILWAY LABOR DISPUTE
Executive order creating an emergency board to Investi-
gate the dispute........ .......... 40501

FOOD ADDITIVES
HEW/FDA notices of filed petitions for safe use of copoly-

01 mers as component of certain coatings Intended to con-
tact food and as drift control agent for fungicide forriula-tions ........ 40568

VINYL CHLORIDE POLYMERS
HEW/FDA proposes termindtion of proceeding on prior-
sanctioned polyvinyl chloride resin and proposes to re-
strict use In food-contact articles (2 documents); com-
ments by 11-3-75 ... .. .... .... 40529

NATIONAL BANKS
FRS adopt amendments dealing with additional powers 5
of foreign branches -----........ 4 6

coumnuo ISIDE

PART If:
FEDERAL ELECTIONS
FEC issues Interim guidelines and publishes requests for'
advisory opinions (5 documents); comments by 9-
23-75 ...... .... ...... 40668, 40671, 40673-40675

PART III:

PART IV:
PRIVACY ACT OF 1974
The following agencies and departments Issue rules, pro-
posals and/or notices implementing the Act n
Civil Aeronautics Board; comments by 9-27-75 .- 40782
Commission on Civil Rights (2 documents); comments by
9-26-75 -40783, 40786
Environmental Protection Agencesn comments by 917-
75 -40792
National Security Council; comments by 9-15-75- 40794
Federal Trade Commission; effective 10-3-75 - 40780
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LOW INCOME HOUSING,
HUD4stU's ihtrtni rule revising fair market rents in cer.
tain areas for new construction and substantial rehabill-
tation;.effective 9-3-75; comments by 10-3-75 ........ 40513"

FINANCIAL REPORTING
SEC issues proposal for disclosure of replacement cost
data; comments by 1-31-76 ................. .. 40550

INSIDER TRANSACTIONS
FDIC proposes approval and recordkeeping requirements;
comments by 10-31-75 ............................................... 40543

INVESTMENT COMPANIES
SEC proposes to permit sales load variations during
periodic "open seasons"; comments by 10-15-75 ........ 40555

TRAINING GRANTS
HEW/OE issues notice of priorities regarding grants for
training of teachers of the handicapped; effective 10-
20-75 . .............. 40568,

EXCHANGE MEMBERS
SEC modifies requirement for maintenance of arrest and
indictment records; effective 10-1-75 .............................. 40512

SEEDS
USDA/AMS proposes amendments of standard and test-
ing regulations; hearing: 10-7-75; comments 10-6-75.... 40524

MOTOR VEHICLE SAFETY STANDARDS
DOT/NHTSA issues advance proposal concerning safety
of bicycle carriers; comments by 12-2-75 ........................ 40537

PETROLEUM
COMMERCE/DIBA extends short supply controls through.
out Third Quarter 1975 ...................... 40507

PESTICIDES
EPA proposes new rules on experimental use permits and
state regulations on registration to meet local needs (2
documents); comments by 10-2-75 ................ 40545, 40574

PARK PLANNING GUIDELINES
Interior/NPS solicits comments by 10-20-75 on pro.
posed directives for the planning process of the Na.
tional Park Service ................................................. .. 40557

MEETINGS-
COMMERCE/DIBA: Numerically Controlled Machine

Tool Technical Advisory Committee (2 documents),
10-6-75 .............. ......... 40567, 40568

DOD/AIR: Historical Program Advisory Committee,
9-18 and 9-19-75 .................................................... 40557

EPA: Effluent Standards and Water Quality Information
Advisory Committee, 9-25 and 9-26-75 .................. 40574

FEA: Consumer Affairs/Special Impact Advisory Com.
mittee, 9-18-75 ........................................................ 40577

HEW: Secretary's Advisory Committee on Population
Affairs, 10-23-75 .................................................... 40571

State: Inter-American Tropical Tuna Commission Ad. 
visory Committee, 9-18-75 ................................. 40557

National Committee for the International Radio Con.
sultative Committee, Study Group 2, 9-24-75.... 40557

- The following government agencies have submitted Privacy Act documents to the
Office of the Federal Register for publication.-These documents are available for pubic
inspection at the Federal Register Office, 1100 L St. NW., Rm. 8401. They will be pub-
lished according to the following schedule: 1975

Agciwy Date o eati

Marine Mammal Commission, proposed rules & notices --------------------- Sept. 4
Dept. of Defense/Army, supplement to notices published Aug. 18

Community Services Administration ------------------------------- notices; Sept. 4
Dept. of Interior, notices -------------------.. . . . . . . . . . ..--- - - - - - - -- --

Consumer Product Safety Commission, proposed rules__ ............
Commodity Futures Trading Commission, final rules ------------------- Sept. 4
Selective Service System, additional notices ------------------------------ Sept. 5
Dept. of Agriculture, proposed exemptions -------------------------------- Sept. 4

*Will be published as soon as possible but not yet scheduled.
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162 ----------------------- 40538
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114-112 --------------- ------- 40517
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54 ----------------------------- 40163
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91 ----------------------------- 40169
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reminders
(The items in thli list were editorially compiled as an aid to FrP-h fLn=scri ils . Incluzlon or excluslon from this list has nc

-legal significance. Since this list Is Intended as a reminder, it doe3 not Include eIcctlvo dates that occur within 14l days of publicatIon.T

Rules Going Into Effect Today I

HEW/FDA-Food, Drug, and Cosmetic
Products; Warning statements (3 docu-
ments) -------------------- 8912; 3-3-75

Next Week's Deadlines for Comments
On Proposed Rules

AGRICULTURE DEPARTMENT
Agricultural Marketing Service-

Egg research and promotion order,
recommended decision; corhments
by 9-12-75_____ 33982; 8-13-75

Handling of almonds grown in-Cali-
fornia; salable and reserve percent-
ages for the 1975-76 crop year;,
comments by 9-11-75 ...... 37223;

8-26-75
Pears grown in Ore., Wash., and Calif.;

comments by 9-9-75_.____ 37044;
8-25-75

Potatoes grown in Idaho and Ore.;
comments by 9-9-75 ........ 37045;

8-25-75
Processed fruits and vegetables and

related products; Inspection and
certification; comments by 9-8-75.

33043;-8-6-75
Tokay grapes grown in California, ex-

penses and" rpte of assessment;,
comments by 9-12-75.---. 37044;

8-25-75
Animal and Plant Health Inspection

Service-.
Viruses, serums, toxins, and analo-

gous produts; correction of lan-
guage for scientific accuracy and
clarity,; comments by 9-8-75.

32753; 8-4-75
COMMERCE DEPARTMENT

Domestic and International Business
Administration-

Basic rules of Defense priorities sys-
tem; change in schedule I1; com-
ments by 9-12-75---_-- 33996;,

8-13-75
COMMISSION OF FINE ARTS

Freedom of Information;- comments by
9-8-75 -------........ 30841; 7-23-75

DEFENSE -DEPARTMENT
National Security Agency-

Privacy act systems of records; dis-
closures and amendment proce-
dures and specific exemptions;
comments by 9-12-75 ---- 37579;

8-26-75
ENVIRONMENTAL PROTECTION AGENCY-

Interim primary drinking water regula-
tions; proposed maximum contami-
nant levels for radioactivity;, comments
by 9-10-75...... 34324; 8-14-75

Residential, commercial and institutional
solid wastes; guidelines for storage

- and collection; comments by 9-9-75.
29404; 7-11-75

FARM CREDIT ADMINISTRATION
Privacy Act;, implementation; comments

by 9-12-75 ........ 33832; 8-12-75
FEDERAL COMMUNICATIONS

COMMISSION
Cable TV; channel capacity and access

requirements; reply comments by
9-8-- .. 27250; 6-27-75

FM Broadcast stations; table of assign-
ments (Garden City4 Hinesville and
Springfield, Georgia); comments by

-. 30985; 7-24-75
FEDERAL ELECTION COMMISSION

Implementation of Privacy Act; com-
ments by 9-10-75- 46872; 8-22-75

Office and Franking Accounts: Excess
Campaign Contributions; Notice of
hearings; comments by 9-11-75.

36869; 8-22-75
FEDERAL HOME LOAN BANK BOARD

Deletion of obsolete regulations; com-
ments by 9-8-75_ 33055; 8-6-75

District of Columbia Associations; com-
ments by 9-8-75..... 33054; 8-6-75

FEDERAL POWER COMMISSION "
Natural gas; national rates for jurisdic-

tional sales; comments by 9-11-75.
32140; 7-31-75

Natural gas; staff rate recommendations
and procedures regarding natural
rates; comments by 9-5-75- 33998;

8-13-75
Uniform System of Accounts; amend-

ments; comments by 9-22-75.
33999; 8-13-75

FEDERAL RESERVE SYSTEM
Privacy Act regulations; comments by

9-12-75 39830; 8-28-75
FEDERAL TRADE COMMISSION

Advertising of children's premiums on
televlslon; 'comments by 9-8-75.

, 33832; 8-12-75
HEALTH, EDUCATION, AND

WELFARE DEPARTMENT
Social and Rehabilitation Servlce--

Financial assistance programs; cover-
age and conditions of eligibIlity;, def-
Inition of unemployed fathers; com-
ments by 9-8-75 33461; 8-8-75

St. Elizabeths Hospital-
Conduct and traffic regulations; com-

ments by 9-8-75..- 33459; 8-8-75
INTERIOR DEPARTMENT

Fish and Wildlife Service-
Endangered and threatened wildlife;

reclassification of the American Alli-
gator;, comments by 9-8-75.

28712; 7-8-75
INTERNATIONAL TRADE COMMISSION

Imp6rt Injury to Industries from market
disruption; Investigations; commehts
by 9-12-75 .......-..... 34005; 8-13-75

LABOR DEPARTMENT
Occupational Safety and Health Admin-

istration-approved California plan;
supplements; comments by 9-12-75.

33995; 8-13-75

Office of the Secretary-
Comprehensive Employment and

Training Act; special Federal pro-
grams and responsibilities; com-
ments by 9-11-75__._ 33920;

8-12-75
MANAGEMENT AND BUDGET OFFICE.

Privacy Act Procedures; implementation;
comments by 9-12-75 - 34165;

8-14-75
NUCLEAR REGULATORY COMMISSION

Privacy Act; proposed implementation;
comments by 9-12-75 .____ 33833;

8-12-75
SECURITIES AND EXCHANGE

COMMISSION
Privacy Act of 1974; exemptions; com-

ments by 9-12-75- 34417; 8-15-75
Municipal securities brokers and deal-

ers; registration; comments by
9-12-75 37228; 8-26-75

TRANSPORTATION DEPARTMENT
Coast Guard-

Air compressors; cargo handling room
bilges on tank vessels; require-
ments; comments by 9-29-75.

33996; 8-13-75
Clearwater Pass, Florida; drawbridge

operation; comments by 9-12-75.
33828; 8-12-75

Federal Aviation Administration-
Airworthiness review program; com-

ments by 9-8--75___ 24801;
6-10-75

Airworthiness Review Program;amend-
ments to aircraft certification rules
related to flight and duties of type
certificate holders; comments by
9-8-75 - 24e63; 6-9--75

Alteration of transition area; com-
ments by 9-8-75- 33461; 9-8-75

Alteration of transition area; Wetump-
ka, Ala.; comments by 9-12-75.

33996; 8-13-75
Designation of transition area; com-

ments by 9-8-75- 33462; 8-8-75
Designation of transition area; Bren-

ham. Tex.; comments by 9-12-75.
33997; 8-13-75

Designation of transition area; Carrizo
Springs, Tex.; comments by 9-12-
75--_. 33998; 8-13-75

Designation of transition area; Con-
way, S.C., comments by 9-8-75.

30840; 7-23-75
Pilatus Aircraft Ltd. riodel PC-6 Air-

planes; proposed airworthiness di-
rectives; comments by 9-8--75.

30980; 7-24-75
Pratt and Whitney aircraft Wasp Jr.-

and R-985 model engines; air-
worthiness directive; comments by
9-9-75. - 26542; 6-24-75

Special VFR operations In the Oafdand,,
Californla, cbntrol zone; comments
by 9-8-75. .. _ 28629; 7-8-75
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Materials Transportation Bureau-
Hazardous materials; exemiition pro-

cedures; comments by 9-12-75.
32758; 8-4-75

Urban Mass Transportation
Administration-

Charter and school bus operations; ex-
tension of comments period; com-
ments by 9-11-75..... 29729;

7-15-75

Next Wee' 's Public Hearings

FEDERAL ENERGY ADMINISTRATION
Energy Resources Council Interagency

Task Force on motor vehicle goals
beyond 1980; to be held in Los Ange-
les, Calif., on 9-9-75.. 28666; 7-8-75

Ner Week's Meetings

ADMINISTRATIVE CONFERENCE OF THE
UNITED STATES

Committee on Rulemaking and Public In-
formation; to be held in Washington,
D.C (open), 9-12-75 .............. 36614;

,-8-21-75
AGRICULTURE DEPARTMENT

Agricultural Research Service-
National Poultry Improvement Plan,

General Conference Committee; to
be held in Washington, D.C. (open);
9-9 and 9-10-75.. 36601; 8-21-75

Forest Service
Manti Division Grazing Advisory Board;

to be held in Moroni, Utah (open)
9-14-75 .............. 34171; 8-14-75

AMERICAN REVOLUTION BICENTENNIAL
ADMINISTRATION

American Revolution Bicentennial Ad-
visory Council; to be held In Denver,
Colorado (open, with restrictions) 9-
11-75 ...................... 30521; 7-21-75

CIVIL RIGHTS COMMISSION
Connecticut State Advisory Committee;

to be held in New Haven, Conn. (open)
9-11-75-.....- 34449; 8-15-75

Illinois State Advisory Committee; to be
held in Chicago, Ill. (open) 9-10-75.

34449; 8-15-75
Maine State Advisory Committee; to be

held at Augusta, Me. (open) 9-10-75.
34449; 8-15-75"

CIVIL SERVICE COMMISSION
Federal Employeees Pay Council; to be

held in Wash., D.C. (closed), 9-10-75.
37081; 8-25-75

COMMERCE DEPARTMENT
Domestic and International Business

Administration-
Computer Systems Technical Advisory

Committee; to be held in Wash.,
D.C. *(open), 9-10-75-.-.... 33695;

8-11-75 •
Computer Systems Technical Advisory
Committee; to be held in Wash., D.C.

(closed), 9-10-75 ...... - 33695;
8-11-75

Technology Transfer Subcommittee of
the Computer Systems Technical
Advisory Committee to be held in
Washington, D.C. (closed in part),
9-9-75 ................. 33503; 8-8-75

National Bureau of Standards-
Federal Information Procdssing Stand-

ards Task Group 13 Workload Defi-
nition and Benchmarking; to be held
at Gaithersburg, Maryland (open),
9-10-75 ---------. 29749; 7-15-75

National Oceanic and Atmospheric
Administration-

Coastal Zone Management Advisory
Committee; to be held at Washing-
ton, D.C (open with restrictions),
9-11 and 9-12-75.. 33481; 8-8-75

DEFENSE DEPARTMENT
Air Force Department-

Scientific Advisory Board, USAF; Aero-
space Vehicles. Panel Committee; to
be held in Washington, D.C.
(closed), 9-10-75, 9-11-75.

36394; 8-20-75
Navy Department-

Chief of Naval Operations Executive
Panel Advisory Committee; to be
held in Washington, D-.C. (closed),
9-8 and 9-9-75.- 36580; 8-21-75

Office of the Secretary-
DOD Advisory Group on Electron De-

vices; to be held in New York, New
York (closed), 9-10-75 ...... 34424;

8-15-75
DDR&E High Energy Laser Review

Group (HELRG) Laser Hardened
Materials and Structures Subpanel;
to be held in Bedford, Mass.
(closed), 9-11 and 9-12-75.

28818; 7-9-75
DDR&E High Energy Laser Review

Group; to be held in Lexington,
Mass. (closed), 9-9 and 9--10-75.

32766; 8-4-75
Natural Resources Advisory Commit-

tee; to be held in Washington, D.C.
(open), 9-9 and 9-10-75.... 36394;

8-20-75
Joint Strategic Target Planning Staff Sci-

entific Advisory Group, to be held in
Offutt Air Force Base, Nebr. (closed),
10-7-75 .................... 34010; 8-13-75

8-13-75

FEDERAL COMMUNICATIONS
COMMISSION

Private Land Mobile Advisory Committee;
to be held in Washington, D.C. (open),
9-10-75..* ----- 36425; 8-20-75

HEALTH, EDUCATION, AND WELFARE
DEPARTMENT

Alcohol, Drug Abuse, and Mental Health
Administration-,

Clinical Psychopharmacology Research
Review Committee, to be held in
Rockville, Md. (partially open), 9-8
and 9-9-75 -..... 34014; 8-13-75

Epidemiologic Studies Review Com-
mittee, to be held in Arlington, Va.
(partially open), 9-11 thru 9-12-
75 ...-......... 34015; 8-13-75

Juvenile Problems Research Review
Committee, to be held in Washing-
ton, D.C. (partially open), 9-11 and
9-12-75 -.... 34015; 8-13-75

Mental Health Services Research Re-
view Committee, to be held in Elk-
ridge, Md. (partially open), 9-8 thru
9-10-75 .............. 34015; 8-13-75

Metropolitan Mental Health Problems
Review Committee, to be hold in
Washington, D.C. (partially, open),
9-11 and 9-12-75 ............ 34015;

8-13-75
Neuropsychology Research Review

Committee, to be held In Wash.
ington, D.C. (partially open), 9-11
thru 9-13-75 ...... 34015; 8-13-75

PreclinIcal Psychopharmacology Re-
search Review Committee, to be
held in Washington, D.C. (partially
open), 9-11 and 9-12-75.. 34015,

8-13-75
Education Office-

National Advisory Council on Educa-
tion Professions Development; to
be held in Wash., D.C. (open), 9-11
and 9-12-75 ...... 33696; 8-11-75

Community Education Advisory Coun-
cil; to be held in Washington, D.C.
(open), 9-14, 9-15-75 ...... 36414:

8-20-75
Food and Drug Administration-

Clinical Chemistry Subcommittee of
the In Vitro Diagnostic Products Ad-
visory Committee; to be hold In
Washington, D.C. (open with restric.
tions), 9-8, 9-9-75 ............ 36404;

8-20-75
Dental Drug Products Advlsdry Com-

mittee; to be held in Rockvlllo,
Maryland (open with restrictions),
9-9, 9-10 ............ 36405; 8-20-75

Panel on Review of Ophthalmic Drugs;
to be held in Rockville, Maryland
(open with restrictions) 9-12, 9-
13-75 .................... 36407; 8-20-75

Panel on Review of General Hospital
and Personal Use Devices; to be
held In Washington, D.C. (open with
restrictions) 9-8, 9-9-75.. 36405;

8-2-75
Panel on Review of Ophthalmic De-

vices; to be held in Washington,
D.C. (open with restrictions) 9-9,
9-10-75 ....... 36406; 8-20-75

Panel on Review or Oral Cavity Drug
Products; to be held in Rockvlllo,
Maryland (open with restrictions)
9-9, 9-10-75 ...... 36406; 8-20-75

Pulmonary-Allergy and Clinical Immu.
nology Advisdry Committee; to be
held in Rockville, Maryland (open
with restrictions) 9-10-75.

36406; 8-20-75
Pulmonary-Allergy and Clinical Immu-

nology Advisory Committee; to be
held in Rockville, Maryland (open
with restrictions) 9-10-75.... 36506;

8-20-75
Statistics Subcommittee of the Diag.

nostic Products Advisory Commit-
tee; to be held in Washington, D.C.
(open with restrictions) 9-10, 9-
11-75 .................... 36406; 8-20-75

Surgical Devices Subcommittee of the
Panel on Review of Cardiovascular
Devices; to be held in Washington,
D.C. (open with restrictions) 9-12-
75 ......................... 36407; 8-20-75

Health Resources Administration-
Health Services Developmental Grants

Study, Section; to be hold at Be-
thesda, Md. (open with restrictions)
9-8-75 .................. 33483; 8-8-75
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National Institutes of Health-
National Commission on Arthritis and

Related Musculoskeletal Diseases,
to be held in Tucson, Ariz. (open)
9-8 thru 9-10-75 ..-.......... 34020;

8-13-75
Diagnostic Research Advisory; to be

held in Bethesda, Maryland (open)
9-9-75 ........ 36411; 8-20-75

National Commission on Diabetes; to
be held in Bethesda, Maryland
(open) 9-8,-9-9-75 ---------- 36413;

8-20-75
National Cancer Institute; to be held

in Bethesda, Maryland; 9-8,
9-9-75 ------ 36413; 8-20-75

Vision Research Program Committee,
to be held in Bethesda, Md. (open
with restrictions) 9-12-75.

34020; 8-13-75
Committee on Cytology Automation;

to be held in Bethesda, Md. (open
in part) 9-8 and 9-9-75-.- 29317;

7-11-75
Tobacco Working Group; to be held in

Bethesda, Md. (open) 9-9 and
9-10-75 -......--- 29317; 7-11-75

Office of the Secretary-
President's Commission on Olympic

Sports; to be held in Washington,
D.C. (open) 9-10-75 .....- 36612;.

8-21-75
National Commission for the Protec-

tion of Human Subjects of Biomedi-
cal and Behavioral Research, to be
held in Bethesda, Md. (partially
open) 9-12 thru 9-14-75.

34021; 8-13-75
Review Panel on New Drug Regula-

tion; to be held in Washington, D.C.
and Rockville, Maryland (open with
restrictions) 9-8, 9-9-75.

36414; 8-20-75
INTERIOR DEPARTMENT,

Bonneville Power Administration; to be
held in Moore, Idaho (open) 9-8-75.

33057; 8-6-75
Bonneville Power Administration; to be

held in Burley, Idaho (open) 9-9-75.
33057; 8-6-75

Bonneville Power Administration; to be
held in Bonneville, Colorado (open)
9-9-75 -----....... 33057; 8-6-75

Bonneville Power Administration; to be
held in Sedro Woolley, Washington
(open) 9-10-75...... 33057; 8-6-75

Bureau of Land Management-
National Advisory Board, to be held

in Elko, Nev. (open) 9-8 and
9-10-75 -..------- 34010; 8-13-75

National Park Service-
Chesapeake and Ohio Canal National

Historical Park Commission; to be
held in Harpers Ferry, W. Va.
(open)- 9-13-75 ............... 36600;

8-21-75
Gateway National Recreation Area

Advisory Commission; to be held in
Bfrooklyn,.N.Y. (open) 9-10-75.

36600; 8-21-75

Historic American Buildings Survey
Advisory Board; to be held In
Ithaca, New York (open with re-
strictions) 9-12 and 9-13-75.

34431; 8-15-75
National Survey of Historic.Sites and

Buildings Consulting Committee; to
be held in Washington, D.C. (open).
9-8 and 9-9-75 . . 33758;

8-11-75
Rocky Mountain Regional Advisory

Committee; to be held at Glacier
-National Park, Montana (open)
9-10 through 9-12-75.. 33480;

8-8-75
Water Research and Education Ad-

visory Committee, to be held in
Washingtoh, D.C. (open), 9-8-75.

34012; 8-13-75
JUSTICE DEPARTMENT

Law Enforcement Assistance
Administration--

National Advisory Committee on
Criminal Justice Standards and
Goals; to be held in Scottsdale,
Ariz. (partially closed), 9-7 through
9-9-75 ............. 36581; 8-21-75

NATIONAL AERONAUTICS AND SPACE
ADMINISTRATION

Evaluation of proposals for participation
- in the scientific definition of explorer-

class payloads; to be held In Wash-
'ington, D.C. (closed), 9-9-75.

36429; 8-20-75
Research and technology advisory coun-

cil committee on mateflals and struc-
tures; to be held In California (open),
9-11, 9-12-75.-. 36430; 8-20-75

Research and Technology Advisory
Council, Panel on Aeronautical Op-
erating Systems, ad hoc Panel on
Terminal Configured Vehicles, to be
held in Washington, D.C. (open with
restrictions) 9-10 and 9-11-75.

34068; 8-13-75
NATIONAL ENDOWMENT FOR ARTS

AND HUMANITIES
Public Programs Panel; to be held in

Washington, D.C. (closed), 9-8 thru
9-12-75 - . 33735; 8-11-75

Research Panel; to be held in Washing-
ton, D.C. (closed), 9-8 and 9-12-75.

33735; 8-11-75
NUCLEAR REGULATORY COMMISSION

Advisory Committee on Reactor Safe-
guards; to be held In Washington, D.C.
(open with restrictions) 9-9 and
9-10-75 --... 37108; 8-2 --75

PRESIDENTIAL CLEMENCY BOARD
To be held at Washington, D.C. (closed),

9-8 through 9-13-75 - 33498;
8-8-75

STATE DEPARTMENT
Government Advisory Committee on In-

ternational Book and Library Pro-
grams, to be held in Washington, D.C.
(open), 9-24-75.... 34009; 8-13-75

Study Group 2 of the National Commit-
tee for the International Telegraph
and Telephone Consultative Commit-

tee (CCITT); tobe held in Washington,
D.C. (open), 9-11-75 .-- 30846;

7-23-75
Office of the Secretary--

Shipping Coordinating Committee;
to be held in Washington, D.C.
(open), 9-10-75 .... 36393;

8-20-75
TRANSPORTATION DEPARTMENT

Federal Railroad Administration
Railroad Operating Rules Advisory

Committee; to be held in Wash-
ington, D.C. (open), 9-9 and
9-10-75 33698; 8-11-75

National Highway Traffic Safety
Administration- -

National Motor Vehicle Safety Ad-
visory Council; to be held in Wash-
ington, D.C. (open), 9-9, 9-10,
9-11-75 .-. 36418; 8-20-75

VETERANS ADMINISTRATION
Advisory Committee on Cemeteries and

Memorials; to be held in Washington,
D.C. (open), 9-8 and 9-9--75.

34490; 8-15-75
Veterans Administration Wage Commit-

tee; to be held in Washington, D.C.
(closed), 9-11-75.- 25525; 6-16-75

Warranty terms and conditions and set-
tlement procedures; change in hearing
location; comments by 9-8-75.

37226; 8-26-75
CIVIL RIGHTS COMMISSION

Pennsylvania State Advisory Committee;
to be- held In Philadelphia, Pennsyl-
vania (open with restrictions), 9-10-
75.-- -- 33852; 8-12-75

COMMERCE DEPARTMENT
Domestic and International Business

Administration-
Electronic Instrumentation Technical

Advisory Committee; to be held in
Washington, D.C. (partially open),
9-11-75-.-- 33847; 8-12-75

Office of the Secretary-
Commerce Technical Advisory Board;

to be held in Washington, D.C.
(open with restrictions), 9-10-75.

33850; 8-12-75
DEFENSE DEPARTMENT

Army Department-
Shoreline Erosion Advisory Panel; to

be held in Ann Arbor, Michigan
(open with restrictions), 9-10 thru
9-12-75-- 33844; 8-12-75

Office of the Secretary-
Wage Committee; to be held in Wash-

ington, D.C. (closed), 9-9-75.
33845; 8-12-75

Advisory Group on Electronic Devices;
to be held in Arlington, Va. (closed),
9-11-75- - 37240; 8-26-75

ENVIRONMENTAL PROTECTION AGENCY
Interagency Committee on Federal Guid-

ance for Occupation Exposures to
Ionizing Radiation; to be held in
Arlington, Va. (open), 9-10-75.

38187; 8-27-75
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NATIONAL FOUNDATION ON THE ARTS
AND THE HUMANITIES

Music Advisory Panel (choral), to be held
in Washington, D.C. (open with restric-
tions), 9-12 and 9-13-75..... 39562;

08-28-75

Public Media Advisory Panel, to be held
in Washington, D.C. (open with re-
strictions and closed), 9-13, 9-14,
and 9-15-75 ............ 39562; 8-28-75

NUCLEAR REGULATORY COMMISSION
Advisory Committee on Reactor Safe-

guards; to be held in Washington, D.C.
(open with restrictions), 9-11. 9-12,
and 9-13-75 ......... 38192; 8-27-75

STATE DEPARTMENT
Agency for International Development-

Government Advisory Committee on
International Book and Library Pro-
grams; to be held in Washington,
D.C. (open with restrictions). 9-11-
75 ........................ 33842; 8-12-75

Shipping Coordinating Committee; to be
held in -Washington, D.C. (open), 9-
11-75 .......... 37239; 8-26-75

TRANSPORTATION DEPARTMENT
Federal Aviation Administration-

High Altitude Pollution Program Plan-
ning;, to be held in Washington, D.C.
(open), 9-11 and 9-12-75.. 37247;

8-26-75
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presidential documents
Title 3-The President

Executive Order 11876 September 2, 1975

Creating an Emergency Board To Investigate a Dispute Between the
Carriers Represented by the National Railway Labor Conference and
Certain of Their Employees

A dispute exists between the carriers represented by the National
Railway Labor Conference, designated in lists attached hercto and made
a part hereof, and certain of their employees represented by the Railway
Empbyes' Department, AFL-CIO;. International Brotherhood of Boiler-
makers, Iron Ship Builders, Blacksmiths Forgers & Helpers; Brotherhood
Railvay Carmen of United States and Canada; International Brother-
hood of Electrical Workers and the International Brotherhood of Fire-
men & Oilers;

. This dispute has not heretofore been adjusted under the provisions of
the Railway Labor Act, as amended; and

This dispute, in the judgment of the National Mediation Board,
threatens substantially to interrupt interstate commerce to a degree such
as to deprive a section of the country of essential transportation service:

NOW, THEREFORE, by virtue of the authority vested in me by
Section 10 of the Railway Labor Act, as amended (45 U.S.C. 160),
I hereby create a board of three members, to be appointed by me, to
investigate this dispute. No member of the board shall be pecuniarily or
otherwise interested in any organization of railroad employees or any
carrier.
. The Board shall report its finding to the President with respect to the
dispute within 30 days from the date of this Order.

As provided by Section 10 of the Railway Labor Xct as amended,
from this date and for 30 days after the board has made its report to
the President, no change, except by agreement, shall be made by the
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THE PRESIDENT

carriers represented. by the National Railway Labor Conference, or by
their employees, in the conditions out of which the dispute arose.

Tii, WHITE HousE,
September 2, 1975.

RAILROADS REPRESENTED BY THE NATIONAL RALWMAy LABOR CONFERENO

Akron, Canton & Youngstown Railroad Company
Alameda Belt Line
Alton & Southern-Railway Company
*Ann Arbor Railroad Company
Atchison, Topeka & Santa Fe Railway Company
Atlanta and West Point Rail Road Company, The Western Railway of Alabama
Atlanta joint Terminals
Baltimore and Ohio Railroad Company, jincluding The' Staten Island Railroad

Corporation
Baltimore and Ohio Chicago Terminal Railroad Company
Bangor and Aroostook Railroad Company
Belt Railway Company of Chicago
@Bessemner and Lake Erie Railroad Company
*Boston and Maine Corporation
Burlington Northern Inc.
Butte, Anaconda & Pacific Railway Company
Camas Prairie Railroad Company
Canadian National Railways-

Great Lakes Region, Lines in the United States
St. Lawrence Region, Lines in the United States

#Canadian Pacific Limited
Central of Georgia Railroad Company
*Central Railroad Company of New Jersey

New York and Long Branch Railroad Company
Central Vermont Railway, Inc.
Chesapeake and Ohio Railway Company
Chicago & Eastern Illinois Railroad
Chicago & Illinois Midland Railway Company
Chicago and North Western Transportation Company
Chicago and Western Indiana Railroad Company
Chicago, Milwaukee, St. Paul and Pacific Railroad Company
Chicago River and Indiana Railroad Company
*Chicago, Rock Island and Pacific Railroad Company
Chicago South Shore and South Bend Railroad
Chicago Union Station Company
Chicago, West Pullman and Southern Railroad Company
Cleveland Union Terminals Company
Clinchfield Railroad Company
Colorado & Wyoming Railway Company
IDavenport, Rock Island and North Western Railway Company
Dayton Union Railway Company
Delaware and Ifudson Railway Company
Denver and Rio Grande Western Railroad Company
Des Moines Union Railway Company
Detroit and Toledo Shore Line Railroad
#Detroit & Mackinac Railway
Detroit, Toledo & Ironton Railroad Company
@Duluth, Missabe and Iron Range Railway Company
Duluth, Winnipeg & Pacific Railway Company
Elgin, Joliet and Eastern Railway Company
*Erie Lackawanna Railway Company
Fort Worth and Denver Railway Company
Georgia Railroad
Grand Trunk Western Railroad Company
Green Bay and Western Railroad Company
Houston Belt & Terminal Railway Company

11
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THE PRESIDENT

Illinois Central Gulf Railroad Company
Illinois Terminal Railroad Company
Indiana Harbor Belt Railroad Company
Indianapolis Union Railway Company
Jacksonville Terminal Company
Joint Texas Division of the CRI&P RR. and FW&D Ry.
Kansas City Southern Railway Company
Kansas City Terminal Railway Company
Kentucky & Indiana Terminal Railroad Company
#Lake Superior and Ishpeming Railroad
Lake Superior Terminal and Transfer Railway Company
*Lehigh and Hudson River Railway Company
Lehigh and.New England Railway
-Lehigh Valley Railroad
Los Angeles Junction Railay Company
Louisiana & Arkansas Railway Company
Louisville and Nashville Railroad Company
Maine Central Railroad Company

Portland Terminal Company
Manufacturers Railway Company

fMerchants Despatch Transportation Company
Minneapolis, Northfield and Southern Railway
Minnesota Transfer Railway Company
Missouri-Kansas-Texas Railroad Company
Missouri Pacific Railroad Company

Missouri-Illinois Railroad Company
Monongahela Railway Company
Montour Railroad Company
@Newburgh and South Shore Railway Company
New Orleans Public Belt Railroad
New Orleans Union Passenger Terminal
New York, Susquehanna and Western Railroad Company
Norfolk and Portsmouth Belt Line Railroad Company
Norfolk and Western Railway Company
@Northampton and Bath Railroad Company
Northwestern Pacific Railroad Company
Oakland Terminal-Railway -
**Penn Central Transportation Company
Peinnsylvania-Reading Seashore Lines
Peoria and Pekin Union Railway Company
Pittsburgh and Lake Erie Railroad Company
Portland Terminal Railroad Company -
Port Terminal Railroad Association
Quanah, Acme and Pacific Railway Company
0 Reading Company
@-Philadelphia, Reading &-Pottsville Telegraph Company
Richmond, Fredericksburg and Potomac Railroad Company
River Terminal Railway Company
St. Joseph Terminal Railroad Company
St. Louis-San Francisco Railway Company
St. Louis Southwestern Railway Company
Saint Paul Union Depot Company
San Diego and Arizona Eastern Railway Compdny
Seaboard Coast Line Railroad Company
Soo Line Railroad Company
Southern Pacific Transportation Company-

Pacific Lines and Texas and Louisiana Lines
Southern Railway Company

Alabama Great Southern Railroad Company
Cincinnati, New Orleans & Texas Pacific Railway Company
Georgia Southern and Florida Railway Company
New Orleans Terminal Company
St. Johns River Terminal Company

Staten Island Railroad Corporation
Teiminal Railroad Association of St. Louis
Texas and Pacific Railay Company
Texas Mexican Railway Company
Texas Pacific-Missouri Pacific Terminal Railroad of New Orleans
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Toledo, Peoria and Western Railroad Company
Toledo Terminal Railroad Company
Union Depot-Company, Columbus, Ohio
Union Pacific Railroad Company
Union Terminal Pailway-St. Joseph Belt Railway
Washington Terminal Company
Western Maryland Railway Company
Western Pacific Railroad Company
#Yakima Valley Transportation Company
@Youngstown and Northern Railroad Company

NOTES:

*-Subject to the approval of the Courts.
**-Subject to the approval of the Trustees of the Property and to the approval of the

Courts. The Trustees have approved.
#-Authorization covers negotiation of the organizations' Aug. 1, 1974 notice, only.
@-Authorization covers negotiation of the organizations' separate notices dated

July 1, 1974, only.

[FR Doc.75-23525 Filed 9-2-75 ;11: 20 am]

EDITopiAL NOTE: An announcement of "the appointment of the membeis of the
board will be printed in the Weekly Compilation of Presidential Documentsvol. 11,
no. 36).
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rules and regulations
This section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are

keyed to and codified in the Code of Federal Regulations, which Is published under 50 ties pursuant to 44 U.S.C. 1510.
The Code of Federal Regulations is sold by the Superintendent of Document-. Prices of nov books are listed In the frst FEDERAL

REGISTER issue of each month.

Ttle 7-Agriculture
CHAPTER lI-FOOD AND NUTRITION

SERVICE, DEPARTMENT OF AGRICUL-
TURE
ALTERNATE MEAL COMPONENTS IN

CHILD NUTRITION PROGRAMS
Alternative Labeling Requirements

Correction
In FR Dec. 75-22352, appearing at page

37027 in the issue of Monday, August 25,
1975, the effective date note at the end
of the document on page 37028 is unclear.
It should be corrected to read "These
amendments become effective August 25,
1975."

CHAPTER IX-AGRICULTURAL MARKET-
ING SERVICE (MARKETING AGREE-
MENTS AND ORDERS; FRUITS, VEGE-
TABLES, NUTS), DEPARTMENT OF
AGRICULTURE
[Valenoa Orange Reg. 512, Andt. 1]

PART 908--VALENCIA ORANGES GROWN
IN ARIZONA AND DESIGNATED PART
OF CALIFORNIA

Limitation of Handling
This regulation increases the quantity

of California-Arizona Valencia oranges
that may be shipped to -fresh market
during the weekly regulation period
Aug. 22-28, 1975. The quantity that may
be shipped Is increased due to improved
market 0onditions for Calfornia-Arlzona
Vlenda oranges. The regulation and
this amendment are Issued pursuant to
the Agricultural Marketing Agreement
Act of 1937, as amended, and Marketing
Order No. 908.

(a) Findings. (1) Pursuant to the'
marketing agreement, as amended, and
Order No. 908, as amended (7 CFR Part
908), regulating the- handling of Va-
lencia oranges grown in Arizona and
designated part of California, effective
under the applicable provisions of the
Agricultural Marketing Agreement Act of
1937, as amended (7 U.S.C. 601-674) and
upon the basis of the recommendation
and information submitted by the Va-
lencia Orange Administrative Commit-
tee, established under the said amended
marketing agreement and order, and
upon other-available information, it is
hereby found that thelimitation of han-
dling of such Valencia oranges, as here-
inafter provided, will tend to effectuate
the declared policy of the act.

(2) The need for an increase in the
quantity of oranges available for han-
.dling during the current week results
from changes that have taken place in
the marketing situation since the issu-
ance of Valdncla Orange Regulation 512

(40 FR 36570). The marketing picture
now indicates that there Is a greater de-
mand for Valencia oranges than existed
when the regulation was made effective.
Therefore, in order to provide an oppor-
tunity for handlers to handle a suffi-
cient volume of Valencia oranges to fill
the current demand thereby making a
greater quantity of Valencia oranges
available to meet such Increased demand,
the regulation should be amended, as
hereinafter set forth.

(3) It is hereby further found that It
is impracticable and contrary to the pub-
lic interest to give preliminary notice,
engage In public rule-making procedure,
and postpone the effective date of this
amendment until 30 days after publica-
tion thereof In the FEDERAL RcALTm (5
U.S.C. 553) because the time Interven-
ing between the date when Information
upon which this amendment is based be-
came available and the time when this
amendment must become effective in or-
der to effectuate the declared policy of
the act is insufficient, and this amend-
ment relieves restriction on the handling
of Valencia oranges grown In Arizona
and designated part of California.

(b) Order, as amended. The provisions
in paragraph (b) (1) (1), and (iW) of
§ 908.812 (Valencia Orange Regulation
512 (40 FR 36570) ) are hereby amended
to read as follows:
§ 908.812 Valencia Orange Regulation

512.

(b)(1) "* *

(I) District 1: 225,000 cartons;
(Ii) Distrlct 2: 500,000-cartons.

(Sees. 1-19, 48 Stat. 31, as amended; 7
U.S.C. 601-674)

Dated: August 27,1975.
CHARLEs n. BaWna,

Deputy Director, Fruit and
Vegetable Division, Agricul-
tural Marketing Service.

[PR Doc.75-23253 Piled 9-2-75;8:45 am]

Title 9-Animals and Animal Products
CHAPTER I-ANIMAL AND PLANT HEALTH

INSPECTION SERVICE, DEPARTMENT OF
AGRICULTURE

SUBCHAPTER B-COOPERATIVE CONTROL ANDERADICATION OF LIVESTOCK OR POULTRY
DISEASES

PART 54-ANIMALS DESTROYED
BECAUSE OF SCRAPIE
Payment of Indemnities

Statement of considerations. On June
19, 1975, there was published in the Pan-
ERAL REGISTER (40 FR 25829) proposed

amendments to the regulations in Part
54, TItle 9, Code of Federal Regulations.
The purpose of the proposal was to:

(1) Provide for the destruction of ani-
mals which have been directly exposed to
scraple in lieu of surveillance; (2) elImi-
nate salvage and use for human con-
sumption of bloodline and exposed ani-
mals; and (3) increase indemnity which
may be paid for animals destroyed be-
cause of scruple from $25 to $40 per head
for grade animals and from $75 to $90 per
head for purebred animals.

A period of 30 days was allowed for
submission of comments by interested
persons. In response to publication of the
proposed rulemaking, comments were
received from four organizations and one
individual as follows: Representatives
of the National Governors' Conference,
the National Association of Counties, the
International City Management Associa-
tion, and the National League of Cities
all advised that they had no comments
to offer, and one individual commended
the Department for the action proposed.

After due consideration of all relevant
material, including that submitted with
such notice, the proposed amendments
are hereby adopted without change ex-
cept that a provision has been added
n § 54.7(b) whereby affected, bloodline

and exposed animals may be moved for
destruction to a location other than the
premises where appraised when move-
ment to such location is approved In ad-
vance by State and Federal regulatory
officials of the State or States involved.
Aceordingly, Part 54, Title 9, Code of
Federal Regulations Is amended in the
following respects:

1.In § 54.1, paragraph (d) is amended;
paragraph (e) Is redesignated as para-
graph (g); and new paragraphs (e) and .
(f) are added to read:
§ 54.1 Definitions.

(d) "Affected aiLmal" means any sheep
or goat for which a diagnosis of scraple
is confirmed.
(e) "Bloodline animarl" means any

sheep or goat which Is: the sire or dam
oX an affected animal; the descendant
of an affected animal; or the full or half
brother or sister of an affected animal.
(f) 'Txposed aniqal" means anysheep

and/or goat that has been held, pastured
or penned on a source flock or an in-
fected flock premises in contact with an
animal for which a diagnosis of scraple
Is confirmed.

0 - 0 a *

2. In § 54.3, paragraph (a) Is amended
to read:
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§ 54.3 Appraisal of aninml.
(a) Affected animals, bloodline ani-

mals, and exposed animals shall be'ap-
praised at their actual value at the time
and place of appraisal by a representa-
tive of Veterinary Services and a repre-
sentative of the State jointly, except that,
if the owner and State authorities ap-
prove, such animals may be ap~praised
by a representative of Veterinary Serv-
ices alone. Such animals may be ap-
praised in groups providing they are the
same species and type and providing that
where appraisal is by the head each ani-
imal in the group is the same value per
head or where appraisal s by the pound
each animal in the group is the same
value per pound.

* * * ** *

3. In § 54.7, the heading and para-
graphs (a) and (b) are amended and a
new paragraph (c) Is added so that the
section will'read:
§ 54.7 Destruction and Disposition of

Animals.
(a) Affected animals, bloodline ani-

mals, and exposed animals shall be de-
stroyed on the premises where held,
Ing the written agreement of the owner
to accept as compensation in full from
the United States, 50 percent of the ap-
praisal value not to exceed $40 per head
for grade animals and $90 per head for
purebred animals.

(b) Affected animals, bloodline ani-
mals, and exposed animals shall be de-
stroyed on the premises where held,
pastured or penned at the time of ap-
praisal except that-such animals may be
moved for destruction to a location other
than the premises where appraised when
movement to such location is approved
in advance by State and Federal regu-
latory officials of the State or States
involved, and shall not be processed for
human food. The animals designated for
destruction shall be disposed of by burial
or incineration.

(c) The destruction and disposition of
animals destroyed in accordance with
this Part shall be supervised by a Vet-
erinary Services or State representative
who shall prepare and transmit to the
Deputy Administrator, Veterinary Serv-
Ices, a report identifying the animals and
showing the disposition thereof.

4. In § 54.8, paragraphs (a) and (b)
are amended to read:
§ 54.8 Payments to oiners for animals

destroyed.
(a) Owners of affected animals, blood-

line animals, and/or exposed
drestroyed in accordance with this Part
shall be paid an indemnity not to exceed
50 percent of the appraisal value of each
animal so destroyed.

(b) The Federal indemnity shall be
limited to $40 per head for grade ani-
mals and $90 per head for purebred ani-
mals.

* *k $ *

(Sem. 3, 23 Stat. 32, as amended; see. 2, 3-
Stat. 792, as anaended; sec. 11, 68 Stat. 734,
as amnided: (21 U.S.C. 111, 114, 114a, 134a-
134h); 37 PS 28464 28477, 38 Fa 19141.)

Effective date. The foregoing amend-
ments shall become effective September

* 3,1975,
Because of the urgency involved in

eradicating scrapie and preventing the
dissemination of this disease among live-
stock of the country, it is essential that
these provisions be placed in effect with-
out delay.

It is believed the amendments will ex-
pedite the eradication of scrapie and will
protect gains made in the State-Federal
cooperative scrapie eradication program
and will therefore be of benefit to af-
fectedpersons.

Accordingly, under the administrative
proceddre provisions In 5 U.S.C. 553,
good cause is found for making these
amendments effective less than 30 days
after publication in. the FEDERAL REGIS-

Done at Washington, D.C., this 27th
day of August, 1975.

PiEn A. CHALomX,
Acting Deputy Administrator,

Veterinary Services, Animal
and Plant Health Inspection
Service.

[FR Doc.75-23305 Piled 9-2-75;8:45 am]

SUBCHAPTER D--EXPORTATION AND IMPORTA.
TION OF ANIMALS (INCLUDING POULTRY)
AND ANIMAL PRODUCTS

PART 91-INSPECTION AND HANDLING
OF LIVESTOCK FOR EXPORTATION

Ports of Export; Chicago, Illinois, Added
as an Airport and Portland, Oregon, De-
[eted as an Airport and Oceafi Port
This amendment adds Chicago, Ill'

nois, to and deletes Portland, Oregon,
from the list of airport ports of export
for certain animals and deletes Port-
land, Oregon, from the list of ocean port
ports of export for such animals.

Statement of considerations. The pur-
pose of this amendment is to add Chi-
cago, Illinois, to and to -delete Portland,
Oregon, from the list of designated air-
ports in § 91.3(a) (1) (1) and to delete
Portland, Oregon, from the list of desig-
nated ocean ports in § 91.3(a) (2) (1) of
Part .91, 9 CFR. Portland, Oregon, is de-
leted due to the fact that the airport and
ocean port export Inspection facilities at
Portland, Oregon, were closed on July 1,
1975. The airport export inspection fa-
cilities at Chicago, Illinois, have been
inspected by the Animal and Plant
Health Inspection Service and were
found to comply with the standards for
approved export inspection facilities
contained in § 91.3(c) of Part 91, 9 CFR.

Accordingly, In § 91.3, paragraphs (a)
(1) (1) and (a) (2) (1) are amended to
read:

§ 91.3 Ports of export.
(a) * * *

(1) Airports. (I) Chicago, Illinois;
Harrisburg, Pennsylvania; Helena,
Montana; Richmond, Virginia; Miami,
Tampa, and St. Petersburg, Florida; New
Iberia, Louisiana; Brownsville and Hous-
ton, Texas; San Francisco, California;
Moses Lake, Washington-;- and Honolulu,
Hawaii.

1 (2) Ocean ports. (1) Richmond, Vir-
ginia; Miami and Tampa, Florida;
Brownsville and Houston, Texas; San
Francisco, California; and Honolulu,
Hawaii.

(Sees. 4, 5, 23 Stat. 32, as amended: seo. 1,
32 Stat. 791, as amended. sem. 10, 20 Stat, 417;
secs. 12, 13, 14, 18. 34 Stat. 1263. as amended;

-81 Stat. 584, 588, 592; secs. I and 11, 70 Stat.
130, 132; sec. 1109, 72 Stat. 799, as amended
(21 U.S.C. 105, 112, 113, 120, 121, 134b, 134f,
612, 613, 614, 618); 40 U.S.C. 1509(d)), 37
PR 28464, 28477; 38 FR 19141.)

Effective date. The foregoing amend-
ment shall become'effective September 3,
1975.

The amendment relieves certain ro-
strictions by permitting the exportation
of livestock through an adiitional port
of export, and should be made effective
promptly to be of maximum benefit to
affected persons. The amendment also
deletes a port of export and thus imposes
certain restrictions necessary to prevent
the dissemination of diseases and must
be made effective immediately to accom-
plish Its purpose in the public interest.
It does not appear that public participa-
tion in this rulemaking proceeding would
make additional relevant Information
available to the Department.

Accordingly, under the administrativo
procedure provisions in 5 U.S.c. 553, It
is-found upon good cause that notice and
other public procedure with respect to
the amendment are impracticable, un-
necessary, and contrary to the publio
Interest, and good cause Is found for
making it effective less than 30 days after
publication In the FEDrPAL REoISTER.

Done at Washington, D.C., this 27th
day of August 1975.

Pmmm A. CmuAouX,
Acting Deputy Administrator,

Veterinary Services, Anlmal
and Plant Health Inspection
Service.

IFS Doc.75-23306 Filed 9-2-75:8:45 nil

Title 12-Banks and Banking
CHAPTER I--FEDERAL RESERVE

SYSTEM
SUBCHAPTER A-BOARD OF GOVERNORS Of

THE FEDERAL RESERVE SYSTEM
[Reg. MI

PART 213-FOREIGN ACTIVITIES OF
NATIONAL BANKS

PART 215-LOANS TO EXECUTIVE
OFFICERS OF MEMBER BANKS

Additional Powers of Foreign Branches
On March 27, 1975, a proposal regard-

ing amendments to § 213.3(b) was pub-
lished In the Federal Register (40 FR
13524). Interested persons were given
until May 9, 1975, to submit Written com-
ments, suggestions or objections, The
Board has reviewed all comments re-
ceived and haq decided to adopt the fol-
lowing amendments.

The first amendment concerns the
amount of credit which a foreign branch
of a member bank may extend to an
executive officer of the branch In order
to finance the acquisition or.constructon
of living quarters to be used as his rest-

FEDERAL REGISTER, VOL 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975

40506



RULES AND REGULATIONS

dence abroad, provided each such credit
extension is promptly reported to Its
home office. The original amendment
proposed by the Board would have in-
creased the loan limit to $100,000 and
did not provide for any circumstances
under which that limit could be exceeded.
Most comments received from commer-
cial banks in response to the Board's
proposal pointed out that in many coun-
tries the $100,000 figure would be inade-
quate. Although the specific dollar limit
has the advantage of uniformity, the
Board was concerned that the purpose of
the regulation might be frustrated by the
wide variations in housing costs from one
country to the next Therefore, in view
of the comments received, the Board has
adopted an amendment which provides
more 11exibility to the foreign branches
in extending credit to their executive of-
ficers. Under the amendment the pro-
posed $100,000 limit Is retained, but it
may be exceeded, with the prior specific
approval of the parent bank's board .of
directors, in order to compensate for the
disparity of housing .costs among coun-
tries, The procedures contained in the
amendment are similar to those of sec-
tion 22(g) of the Federal Reserve Act, 12
U.S.C. 375(a).

In connection with this amendment,
the Board is revising Published nter-
pretation 5620, 12 CFR 215.103 In order
to (1) reflect the new amendment to
Regulation M and (2) correct the ref-
erences to § 213.4(f) 'to read "213.3(b) :.

The second amendment to Regulation
M allows foreign branches of member
banks to engage in insurance agency and
brokerage activities where such activities
are usual in connectibn with the transac-
tion of the business of banking in the
place where the foreign branch transacts
its business. The Board has received se#-
eral comments supporting the proposed
amendment. No comments have been re-
ceived opposing adoption of the amend-
ment. The amendment has thus been
adopted without any changes.

In consideration of the comments Te-
ceived and pursuant to section 25 of the
Federal Reserve Act (76 Stat. 388; (12
U.S.C. 604a)), 12 CFR Parts 213 and 215
are amended as set forth below. As these
amendments are Intended to relieve a
restriction or grant an exemption, they
shall become effective immediately.

1. Effective August 25, 1975, Regula-
tion M is amended by revising § 213.3 (b)
(6), by substituting a semicolon for the

period at~the end of paragraph (b) (7),
and by adding a new paragraph (b) (8).
As amended § 213.3(b) reads as follows:
§ 213.3 -Foreign branches.

* S Sb S S

(b) Further powers of foreign
branches. In addition to its other powers,
a foreign branch may. subject to para-
graph (c) of this section and § 213.6 and
so far as usual In connection with the
transaction of the business of banking in
the places where it shall transact busi-
ness:

(6) Extend credit to an
ficer of the branch in an
to exceed $100,000 or Its
order to finance the acquis
struction of living quartet
as his residence abroad, P
such credit extension is
ported to its home office: P
ever, That, with the spec]
proval of the parent bar
directors, such amount lin
be exceeded when necessary
'housing costs.

(7) Pay to any off.icer or
the branch a greater rat
on deposits than that paid
positors on similar depoc
branch;

(8) Act asInsurance ag
2. Effective August 25, 1

(a) and (c) are amended t
lows:
§ 215,103 Loans to execut

foreign branches of
State member banks.

(a) Section 22(g) of the
serve Act (12 U.S.C. 375a)
certain exceptions, that
officer of any member bank
from or otherwise become
any member bank of wh
executive officer, and no
shall make any loan or
In any other-manner to az
executive officers * *!'
the authority conferred I
paragraph of section 25 o
Reserve Act (12 U.S.C. 604a
added to that section by tI
gust 15. 1962 (Pub. L. 87-58
of Governors In § 213.3(b)
chapter (Regulation M) h
certain conditions, autho
branches of national banks
tain home loans to their
fibers. The question has a
foreign branches of Staten
would violate section 22(g)
credit to their executive o
same extent and subject
conditions as foreign bra
tional banks. A separate
question is whether execut
foreign branches of nation
member) banks may borro
respective branches as
§213.3(b) of this subchapte

(c) On'the basis of the f
slderatlons, the Board of
of the opinion that foreigi
State member banks woul
section 22(g) by extendingi
executive officers subject
restrictions and conditions
foreign branches of nation
der § 213.3(b) of this subd

Board of Governors of th
serve System, August 25, 19

Ism]i,3 THEODoR E.
Secretary o1

[FR Doc.75-23209 Fled 9-,2

executive of- Title 15-Commerce and Foreign Trade
amount not CHAPTER Ill-DOMESTIC AND INTERNA-

equivalent In TIONAL BUSINESS ADMINISTRATION,
sltIon or con- DEPARTMENT OF COMMERCE
u to be used
provided each PART 371-GENERAL LICENSES
promptly re- PART 377-SHORT SUPPLY CONTROLS
rovred, owp- Continuation of Short Supply-Controls on

[fib prior ap- Petroleum and Petroleum Products
nIs boad of Throughout the Third Quarter 1975ntatlon may

to meet local In accordance with its responsibilities
under the Export Administration Act and

employee of as part of the overall effort to conserve
e of interest and allocate petroleum, -the Department
i to other de- of Commerce has controlled exports of
its with the petroleum and petroleum products since

December 14, 1973. These controls were
nt or broker. Imposed to avoid an excessive drain of

975, § 215.103 these scarce materials from the United
o read a fol- States and to reduce the serious Infla-tonary impact on the domestic economy.

They were also Intended to supplement
tve officers of the domestic controls Issued under au-
national and thority of the Emergency Petroleum Al-

location Act (EPAA). In passing the
Federal Pe- EPAA In 1973 Congress had found that

provides, with "shortages of crude oil, residual fuel oil,
'no executive and refined petroleum products . . have
shall borrow created or will create severe economic
Indebted to, dislocations and hardships," and had di-

Ich he is an rected that these materials produced or
nember bahk refined In the United States, to the ex-
extend credit tent practicable and necessary to accom-
ay of is own plsh the objectives of the EPAA, should
Pursuant to "ba totally allocated for use by ultimate
by the ninth users in the United States."
f the Federal Since the EPAA will likely expire on
1), which was August 31, the export control program
he Act of Au- has been reviewed in cooperation with
8), the Board the Federal Energy Administration and
-of this sub- other Interested agencies. Based on this

as, subject to review, the Department, concluded that
rized foreign the domestic petroleum situation as of
to make cer- 31 August 1975 still meets the criteria of
executive of- the Export Administration Act of 1969,
isen whether as amended and extended in 1972 and as
nember banks amended In 1974, for the imposition of
by extending export controls on crude oil and certain
1racers to the petroleum products. The Department has
to the same decided that the present restrictions on
nches of na- export of those commodities should con-

but related tinue unchanged through the remainder
lve officers of of the third quarter of 1975: Le., Septem-
al (and State ber 30, 1975. Authority for continuing
1w from their these controls Is contained In the Mineral
envisaged by Leasing Act of 1920, as amended by the

Alaskan Pipeline Act, and In the Export
Administration Act of 1969, as amended-

:In reaching these conclusions, It was
oregolng con- noted that while the growth of overall
Governors Is demand for petroleum products slowed
branches of. appreciably in 1974 and during the first

d not violate half of 1975, as a result of price increases,
energy conservation, and a reduced rate

credit to their of growth in the economy, the domestic
to the same production of petroleum liquids has

as apply to shown a steady decline from 11.3 1DMED
al banks un- In 1970 to 10.0 MiBD In May 1975. The
apter. * gap betwen this level of domestic pro-

duction and the estimated average .de-
e Federal Re- nmnd of 16.4 1111D for 1975 indicates
75. the extent of the present shortage of
ALtisoxr, petroleum in the United States.
fhe Board. Analysis of the expected crude oil
75;8:45 am] costs after August 31 shows that, sub-
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ject to marketing variations, the result-
ing product price levels in the United
States could offer attractive incentives
for export of petroleum products. The
extremely low prices charged on the
world tanker market at present, and the
availability of extensive tanker capacity
deadijeading from the United States as
a result of our high level of petroleum
imports, combine to offer further incen-
tives to spot export market transactions.
In view of these and other factors, it was
considered necessary to continue for the
time being the present controls on the
export of petroleum products in order to
prevent the excessive drain of scarce
supplies from the U.S. market. In addi-
tion, controls were considered necessary
so that the scarcity of- these materials,
exacerbated by foreign demand based on
the potential attractiveness of U.S. sup-
plies, will not lead to further inflation of
domestic prices.

We are continuing our comprehensive
review, and will announce our decisions
with regard to possible continuation of
controls for the fourth quarter -1975 in
advance of the end of the third quarter.

Effective date of action: August 31,
1975.

Revision of Restrictions on Bunkering
Vessels In Cuban Trade

The Organ of Consultation of the Or-
ganization of American States, acting
under the Rio Treaty, adopted a resolu-
tion on July 29, 1975, which allows each
member state to determine for itself the
nature of its economic and diplomatic
relations with the Government of Cuba.
In keeping with this action by the OAS,
the United States on August 21 an-
nounced modifications of the aspects of
our Cuban denial policy that affect other
countries. The Export Administration
Regulatioths are hereby revised to reflect
the changes in United States policy
on bunkering. General License SHIP

.-STORES is modtfied to permit general
lkcense bunkering of third country ships
engaged In Cuba trade. Bunkers will not
be afforded, kowever, to vessels registered
in, owned or controlled by, or under
charter or lease to Cuba or a Cuban
national.
§ 371.9 [Amended]

Accordingly, the Export Administra-
tion Regulations (15 CFA Part 371) are
amended by revoking and reserving sub-
paragraph 371.9(b) (2) and by changing
the reference in 371.9(b) (4) from "371.9
(b) (1), (2), and (3)" to "371.9(b) (1)
and (3)".

Effective date of action: August 29,
1975.

RUER H. MEYER,
Director,

Omce of Export Administration.
[FR Doo.76-23358 Filed 8-29-75;10:25 am] -

- Title 16-Commercial Practices
CHAPTER I-FEDERAL TRADE

COMMISSION
[Docket C-2680].

PART 13-PROHIBITED TRADE PRAC-
TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS

The Greystone Corp.
Subpart-Advertising falsely or mis-

leadingly: § 13.10 Advertising falsely
or misleadingly; § 13.160 Promotional
sales plans; § 13.205 Scientific or other
relevant facts; § 13.260 Terms and con-
ditions. Subpart-Corrective actions
and/or requirements: § 13.533 Correc-
tive actions anl/or requirements; 13.-
533-20 Disclosures; 13.533-50 Main-
tain means of communication; 13.533-
55 Refunds, 'rebates and/or credits.
Subpart-Delaying or withholding cor-
rections, adjustments or- action owed:
§ 13.675 Delaying or withholding car-
rections, adjustments or action owed.
Subpart-Misrepresenting oneself and
goods-Goods: § 13.1740 Scientific or
other relevant facts.-Prices: § 13.1823
Terms and conditions.-Promotional
sales plans: § 13.1830 Promotional sales
plans. Subpart-Neglecting,. unfairly or
deceptively, to make material disclosure:
§ 13.1895 Scientific or other relevant
facts; § 13.1905- Terms and conditions.
Subpart-Using deceptive techniques -in
advertising: § 13.2275 Using deceptive
techniques in advertising.
(See. 6, 38 Stat. 721; 15 U.S.C. 46. Interprets
or applies sec. 5, 38 Stat. 719, as amended; 15
U.S.C. 45)

In the Matter of The Greystone.Corpora-
tion, a corporation.

Consent order requiring a New York
City seller and distributor of encyclo-
pedia and other educational material,
among other things to cease distributing
any product through the use of a con-
tinuity program that provides for the de-
livery, on approval, any product at inter-
vals with the balance being seat in one
or more multi-unit shipments in viola-
tion. of the Federal Trade Commission
Act.

The Order to cease and desist, includ-
ing further order requiring report of
'compliance therewith, is as follows: 2

ORDER

It is ordered, That respondent The
Greystone Corporation, a corporation,
its successors and assigns, and Its officers,
and it agents, representatives, em-
ployees, directly or through any cor-
poration, subsidiary, division, or other
device, in connection with the advertis-
ing, offering for sale or sale, inducing
or collecting payments for, and distribu-
tion of any encyclopedia or educational

Copies of the Complaint, Decision and
Order, filed with the original document.

series of books, or of any merchandise,
hereinafter such books and merchandise
sometimes collectively referred to as
products, through the use of a continuity
program that provides contractually for
the delivery, on an approval basis, of
any of said products to any person at
intervals, with the balance of the pro-
gram sent in one or more multi-unit
shipments, In commerce, as "commerce"
is defined in the Federal Trade Com-
missionAct, do forthwith cease and de-
sist from:

1. Representing, directly or by Impli-
cation, that.

(a) Any person has the option to re-
ceive each product, separately and In-
dividually, and to accept or reject same,
unless such representation is true.

(b) Any person will not receive any
further products after the respondent
has received and processed a properly
identified notice of his cancellation of
any such continuity program, unless such
representation Is true; or misrepresent-
ing, in any manner, the consequences re-
sulting from any person's cancellation
of his participation In any such con-
tinuity program.

(c) Any'person Incurs no risk or obli-
gation by joining any such continuity
program unless such representation Is
true; or misrepresenting, in any manner,
any condltiqn, right, duty or obligation
imposed on said person.

2. Disseminating, or causing the dis-
'semination of, any advertisement for
such continuity program by means of
the United States mails or by any means
in commerce, as "commerce" Is defined
in the Federal Trade Commission Act,
which fails to disclose In a clear and
conspicuous manner a description of the
material conditions and terms of any
such continuity program, and the ma-
terial duties and obligations of Any sub-
scriber thereto, Including:

(a) A description of each product, the
billing charge to be made therefor, the
anticipated total number of products In-
cluded in any such continuity program,
the number of products included In each
shipment, except that as to the last two
shipments, respondent may instead dis-
close the approximate number of vol-
umes in the second to last shipment and
the fact that the respondent will grant
an allowance or credit against billing
charges for any unwanted product that
has been rejected or returned pursuant
to the terms of the continuity program;
and

(c) That in order for any communica-
tion, including any cancellation, to be
processed by the respondent prior to the
shipment of any product, such com-
munication must be received by the rp-
spondent within the time period pro-
vided to the subscriber In accordance
with paragraph 4, infra.

3. Falling to disclose, clearly and con-
spictiously, on any return coupon, order
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form or any other document used for
responding to any such continuity pro-
gram offered, and, in magazine or news-
paper advertising, in immediate and close
conjunction with any return coupon, or-
der form or any other document used
for responding to any such continuity
program offered, the following informa-
tion:

(a) The anticipated total number of
products Included in any such continuity
program;

(b) The number of products included
in each shipment, except that as to the
last two shipments, respondent may in-
stead disclose the approximate number
of volumes in the second to last ship-
ment and the fact that the last ship-'
ment contains the balance of the prod-
ucts to be sent; and

(c) The number of and the approxi-
mate intervals between each such ship-
ment.

4. Failing- to notify the subscriber
subsequent to enrollment, clearly and
conspicuously, in conjunction with the
delivery of products sent to any sub-
scribers, of the time period or periods
after' which the respondent will initiate
processing of any future shipment or
shipments.

5. Fa l Ing to establish and implement
adequate procedures so that the sub-
scriber will be provided with any such
notifications required by paragraph 4,
supra, at least 15 days prior to the an-

-ticipated processing date of any subse-
quent shipment.

6.- Failing to advise the subscriber
clearly and conspicuously, in close con-
junction with the notification required
in paragraph 4. supra, that the subscriber
must advise the respondent prior to the
anticipated processing date if any change
is desired in the status of the subscrib-
er's account.

7. Preparing shipping labels for any
shipment of any product In such con-
tinuity program for which the recipient
will incur a monetary obligation, until
at least 4 days after the anticipated proc-
essing date established pursuant to para-
graph 4, supra, in connection with that
shipment.

8. Failing to establish and implement
adequate procedures to credit, for the
full invoiced amount thereof, any prop-
erly identified return of any product sent
to a subscriber to any such continuity
program, and to guarantee to the postal
service or the subscriber postage ade-
quate to return such product to the re-
spondent, when:

(a) The product is sent to a subscriber
after the respondent. has received and
processed such notice of cancellation
prior to the anticipated processing date
established in conjunction with the ship-
ment of such product as required by
paragraph 4, supra; or

(b) Such notice of cancellation is re-.
ceived by the respondent within 4 days
of the anticipated processing date estab-
lished pursuant to paragraph 4, supra,
but has been mailed by the subscriber
and postmarked at least three days prior
to the date disclosed as aforesaid.

RULES AND REGULATIONS

9. PFailing to establish and Implement
adequate procedures to prevent the send-
ing of any product to any subscriber to
any such continuity program, or mailing
any bill or invoice therefor, after the
respondent has received and processed
any properly Identified notice of can-
cellation from said subscriber prior to
the date upon which the respondent may
initiate the processing for the shipment
of said product pursuant to paragraph 7,
supra.

10. Falling to establish and Implement
adequate procedures to do the follow-
Ing, after receipt of any properly Identi-
fied claim for adjustment in connection
with any bill or invoice or any defense
raised by any alleged debtor in connec-
ton with any such continuity program;

(a) Make any such adjustment with-
in 14 days of receipt of such claim; or

(b) Acknowledge the receipt of the
claim or defense within 14 days of re-
ceipt by the respondent and suspend all
collection procedures with such alleged
debtor until 25 days after complying with
the procedures set forth in (c), below;
and

Cc) Make the requested adjustment
-within 60 days. or, within said period.
inform the alleged debtor in writing of
the respondents understanding of the
facts alleged in the claim or defense.

It is further ordered, That respondent
shall forthwith distribute a copy of this
order to each of its operating divisions.

It is further ordered, That respondent
notify the Commission at least 30 days
prior to any proposed change in the
corporate respondent such as dissolu-
tion, assignment or sale resulting in the
emergence of a successor corporation,
the creation or dissolution of subsidiaries
or any other change in the corporation
which may affect compliance obligations
arising out of the order.

It is further ordered, That the re-
spondent herein shall within sixty (60)
days after service upon it of this order,
file with the Commission a report, In
writing, setting forth in detail the man-
ner and form in which it has complied
with this order.

The Decision and Order was issued by
the Commission July 14.1975.

CHMLs A. Tonr.
Secretary.

[FR Doc.75-23210 Fied 9-2-75:8:45 am]

Title 17-Commodity and'Securltes
Exchange

CHAPTER II-SECURITIES AND
EXCHANGE COMMISSION

lReleasa 34-116041
SELF-REGULATORY ORGANIZATIONS

Proposed Rule Changes
The Securities and Exchange Commis-

slon. acting pursuant to the authority
vested n It by the Securities Exchange
Act of 1934 (the "Act") , and particularly
Sectioni 2, 3, 6, 13, 15A, 17, 19 and 23

1 15 U.S.C. 78a et seq, as amended by Pub.
T". No. 94-29 (June 4.1975).
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thereof,3 Section 13 (new Section 15B of
the Act) * Section 15 (new Section 17A of
the Act) and Section 31(b) of the Secu-
rities Acts Amendments of 1975 (the
"1975 Amendments"),' has adopted Rule
19b-4, together with related Forms 19b-
4A1 and 19b-4B. effective immediately
Rule 19b-4 provides procedures for self-
regulatory organizations to file proposed
rule changes and to give notice as to
certain stated policies, practices or inter-
pretations on the related forms. It also
prescribes procedures to be followed by
the Commission in considering proposed
rule changes filed with the Commission.
In connection with the adoption of Rule
l9b-4, the Commission has provided cer-
tain delegated authority to the Director
of the Division of Market Regulation and
has rescinded Securities Exchange Act
Rules 9b-1 and 17a-8, effective immedi-
ately, and 15AJ-2 and 15AJ-3, effective
December 1,1975.

Background. Effective June 4, 1975,
Section 19(b) of the Act requires that,
In connection. with a proposed rule or
proposed change in, addition to, or dele-
tion from the rules of a self-regulatory
organization (a proposed rule change),
self-regulatory organizations shall file,
in accordance with rules prescribed by
the Commission, copies of the proposed
rule change accompanied by a concise
general statement of the basis and pur-
pose thereof. Self-regulatory organiza-
tions are national securities exchanges
registered Pursuant to Section 6 of the
Act, securities associations registered
pursuant to Section 15A of theAct, clear-
ing agencies registered Pursuant to new
Section 17A(b) of the Act upon its ef-
fectiveness on December 1, 1975. and the
Municipal Securities Rulemaking Board
to be created pursuant to new Section
15B of the Act, which for purposes of
Sections 19(b), 19(c) and 23(b) of the
Act, is defined as a self-regulatory or-
ganization In Section 3(a) (26) of the
Act. Under Sections 3(a) (27) and 3(a)
(28) of the Act, the rules of a self-
regulatory organization mean the consti-
tution, articles of incorporation, by-laws,
and rules, or instruments corresponding
to the foregoing and such of the stated
policies, practices and interpretations of
the self-regulatory organization as the
Commission, by -rule, determines to be
necessary or appropriate in the public
Interest or for the protection of investors
to be deemed tobe rules.

Subject to limited exceptions, the Com-
mission Is required, upon the filing of a
Proposed rule change, to publish notice

215 U.S.C. 78b, 78c. 78f, 78o-3, 78q, 793
and 78w , as amended by Pub. L. No. 94-29,
2. 3, 4. 14, 16 and 18 (June 4. 1975): amend-
ments to certain of such sectious including
relevant parts of Sections 6 and ISA, and
new Sections 15B and 17A become effective
on December I. 1975. pursuant to Pub. L.
No. 04-29, 31(a). Al references in Form 19b-
4A to particuar provisions of the Act are to
such provisions as amended by the 1915
Amendmnta.

'Pub. L. No. 91-29,13, 15 and 31(b) (Junb
4.1975).

' Form filed as a part of the original docu-
ment.
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thereof together with the terms of sub-
stance or a description of the subjects
and issues involved. Interested persons
will have an opportunity to sub'mit writ-
ten data, views and arguments concern-
ing the proposed rulb change. A proposed
rule change may not take effect unless
approved by the Commission or otherwise
permitted by Section 19(b) of the Act.
Section 19(b)(2) prescribes the proce-
dure by which, and time periods within
which, the Commission will take action
to approve a proposed rule change or to
institute proceedings to determine
whether the proposed rule change should
be disapproved and, if such proceedings
are instituted, to approye or disapprove a
proposed rule change. Section 19(b).(3)
(A) provides that the Commission may,
by rule, specify as without the provisions
(and procedures) of Section 19(b) (2)
proposed rule changes which are desig-
nated by a self-regulatory organization
as (i) constituting a stated policy, prac-
tice or interpretation with respect to the
meaning, administration or enforcement
of an existing rule of the self-regulatory
organization, (ii) establishing or chang-
ing a due, fee or other charge imposed by
the self-regulatory organization or (iII)
concerned solely with the administration
of the self-regulatory organization or
other matters, and such rule chaniyes
may take effect upon filing with the Com-
mission. Section 19(b) (3) (B) authorizes
the Commission to put rule changes into
effect summarily if it appears to the
Commission that such action is necessary
for the protection of investors, the main-
tenance of fair and orderly markets, or
the safeguarding of securities or funds.

New Section 19(b) of the Act became
effective upon enactment. Accordingly,
the former procedures for national secu-
rities exchanges (Rule 17a-8)" and regis-
tered securities associations (Section 15
A(j) ) do not meet the requirements for
proposed rule changes for which filings
may have been made prior to such date
but on which final action had not been
taken. Accordingly, all such pending pro-

AFor proposed rule changes involving an
exchange's plan regulating transactions in
options on that exchange, the procedures
pursuant to Rule 9b-l 'were not dissimilar
to those to be prescribed by Rule 19b-4 and,
as indicated, Rule 9b-1 is being rescinded.
OUnder Rule 17a-8, a national securities

exchange was required to file a report with
respect to any proposed change in its con-
stitution, articles of Incorporation, by-laws,
or rules or instruments corresponding there-
to or Its stated policies 21 days in advance of
action thereon by its board of governors or
members. Where, even though a report pur-
suant to Rule 17a-8 might have been filed
more than 21 days prior, to June 4, 1975,
action had not been taken on such change
prior to June 4, 1975, an exchange will be
required to file such change in accordance
with the procedures hereby established under
new Section 19(b) unless, under such pro-
cedures,, only notice on Form 19b-4B, de-
scribed herein, would be required. Absent
advice to the contrary that pending proposed
changes are stated practices, policies or In-
terpretations which the .exchange believes
may be characterized as. not constituting
rules under Rule 19-4, "the Commission will
assume that such changes will not take effect
until the new procedures are complied with.

posals are required to be refiled pursuant
to new Section 19(b) and Rule 19b-4
thereunder and notice thereof published.
Subject to the giving of such notice, the
Commission may, for good cause-shown,
give expedited treatment to proposed rule
changes which are currently pending.

Rule 19b-4. Rule 19b-4 provides proce-
dures for self-regulatory organizations to
file proposed rule changes and to give no-
tices as to stated policies, practices and
interpretations which the self-regulatory
organization believes may be character-
ized as not. constituting a rule. In addi-
tion, it specifies the procedures to be fol-
lowed by the Commission in passing upon
proposed rule changes and provides pro-
cedures for reviewing, pursuant to Sec-
tion 31(b) of the 1975 Amendments, all
rules of exchanges and associations reg-
istered with the Commission on June 4,
1975.
I Under the Act, a proposed rule change

-of a self-regulatory organization means
any proposed rule or any proposed
change in, addition to, or deletion from
the rules of a self-regulatory organiza-
tion. A stated policy, practice or inter-
pretation of a self-regulatory organiza-
tion is deemed by Rule 19b-4 to be a rule
of the self-regulatory organization if (1)
action thereon by the members or by the
board of directors, or similar governing
body, of such self-regulatory organiza-
tion is required under Its constitution,
articles of incorporation, by-laws, rules,
or Instruments corresponding thereto,
(ii) a self-regulatory organization elects
or is rdquired, pursuant to its constitu-
tion, articles of incorporation, by-laws,
rules, or instruments corresponding
thereto, to treat it as a rule change
thereunder, (iiI) it represents a change
in, addition to, or deletion from a stated
policy, practice or interpretation which
the self-regulatory organization previ-
ously treated as a proposed rule change
or (iv) it requires a determination, or
affects a prior determination, pursuant
to Rules 8c--1(g) or 15c2-1(g). Filings
with respect to proposed rule changes
(including filings which are being made
pursuant to Section 19(b) (3) in addi-
tion to or in lieu of filings pursuant to
Section 19 (b) (2)) by a self-regulatory
organization are to be made on Form
19b-A-

Stated policies, practices and inter-
pretations of a self-regulatory organiza-
tion include any material aspect of the
operation of the facillites of the self-
regulatory organization or any statement
made available generally to the member-
ship of, or all participants in, or persons
having or seeking access (including, In
the case of national securities exchanges

-or registered securities associations,

On June 11, 1975, and July 23, 1975, the
Commission took action with respect to cer-
tain pending proposed rule changes pursuant
to Section 19(b) (3)IB) of the Act-on-con-
dition thatsuch rule. changes thereafter.be
considered pursuant to the customary pro-
cedbres of Section 19(b) (2). See Securities
Exchange Release Nos. 11461, 11554, 11555
and 11556.

through a member)" to facilities of, a
self-regulatory organization, or to a
group or category of such persons, estab-
lishing or changing any standards or
guidelines with respect to (i) the rights
or obligations of such persons or, in the
case of national securities exchanges or
registered securities associations, per-
sons associated with such persons or
(ii) the application or interpretation of
an existing rule.

Persons having or seeking access to fa-
cilities of a national securities exchange,
registered securities association or reg-
istered clearing agency Include issuers of
securities, Notice as to a stated policy,
practice or interpretation which the self-
regulatory organization believes may be
characterized as not constituting a rule
Is required to be mailed to the Commis-
sion on Form 19b-4B not later than the
date on which it is first made generally
available.

To implement Section 19(b) (3) (A) of'
the Act, Rule 19b-4 provides that a pro-
posed rule change may take effect upon
filing with the Commission If designated
by the self-regulatory organization as
(i) constituting a stated policy, practice
or interpretation with respect to the
meaning, administration, or enforcement
of an existing rule, (it) establishing or
changing a due, fee, or other charge, or
(iii) concerned solely with the adminis-
tration of the self-regulatory organiza-
tion.

In approving any proposed rule change,
the Comnlssion may endorse the Justi-
fication therefor filed by the self-regula-
tory organization except that, whera the
proposed rule change would, in the judg-
ment of the Commission, have significhnt
policy implications under the Act, the
Commission will issue Its own statement
as to the regulatory need for and ap-
propriateness of the proposed rule
change." In connection with proceedings
to determine whether a proposed rule
change should be disapproved, the Com-
mission will afford the self-regulatory,
organization and all interested persons
an opportunity to submit additional writ-
ten data, views and arguments concern-
ing the proposed rule change and, In the
discretion of the Commission, an oppor-
tunity to make oral presentations.

Notice of orders Issued by the Comnis-
sion pursuant to Section 19(b) of the Act
will 'be given by their prompt publication
together with a statement of the reasons
therefor.

On or prior to April 1, 1976, each na-
tional securities exchange and each se-
curities association registered'with the
Commission on June 4, 1975, will be re-
quired to file with the Commission the
Information required by items 3,4, 5 and
6 of Form 19b-4A with respect to all rules

Clearing agencies, under Section 17A(b)
(6), may not prohibit or limit acce. by any
person to services offered by any partloipant
therein.

8 See Report of the Senate Commiitca oft
Banking, Housing and Urban Affairs; o Ac-
ectoypany S249, S. Rep. No. 75, 91th Cong,
1st Sess., at 30 (1975).
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in effect on June 4, 1975, and on the date
of filing.' .

Self-regulatory organizations will be
required, under Rule 19b-4, to retain at
their principal place of business a file,
available for ipublic inspection and copy-
ing, of all filings pursuant to the rule
and all related correspondence.

Form 19b-4A. Form 19b-4A requires
that, with respect to a proposed rule
change, a self-regulatory organization
shal file the text of the proposed rule
change, indicate the action taken to
adopt the change, state the purpose
thereof, describe the basis therefor under
the Act, summarize comments received
thereon and explain any burden on com-
petition to be imposed thereby. In addi-
tion, Form 19b-4A provides for the self-
regulatory organization to indicate
whether it consents to the extension of
the time periods prescribed by Section
19(b). If a proposed rule change Is to
take, or to be put Into, effect pursuant
to Section 19(b) (3), the self-regulatory
organization is required to state the basis
therefor.

The Commission will not approve a
proposed rule change priotto the time all
action required to be -taken under the
constitution, articles of incorporation,
by-laws, rules, or instruments corre-
sponding thereto (excluding action spec-
ifled in any such instrument with re-
spect to compliance with the procedures
of the Act or the formal filing of amend-
ments pursuant to state law) of the self-
regulatory organization has been com-
pleted. Proposed rule changes may, how-
ever, be initially filed prior to the
completion of all such action if the self-
regulatory organization consents to an
extension of the period bf time specified
in Section 19(b) (2) until at least thirty-
five days after it has filed appropriate
amendments setting forth the taking of
all such action. The Commission encour-
ages the early filing of proposed rule
changes in order to provide an increased
opportunity for public comment.

Notwithstanding that, under Section
31(a) of the 1975 Amendments, amend-
ments to Sections 6" and 15A of the Act
do not become effective until December
1,1975, national securities exchanges and
registered securities associations should
indicate whether proposed rule changes,

9Pursuant to Section 1lA(c) (4) (A) of the
Act. enacted by the 1975 Amendments, the
Commission will also Initially review any and
all rules of national securities exchanges
which limit or condition the ability of mem-
bers to effect transactions in securities other-
wise than on such exchanges. Pursuant to
that section, the Commission Is required to
report to the Congress the results of its re-
view by September 2, 1975, and to com-
mence-a proceeding in accordance with Sec-
tion 19(c) to amend any such rule imposing
a burden on competition which does not ap-
pear to the Commission necessary or appro-
priate in furtherance of the purposes of the
Act. Any such proceeding Is to be completed
within 90 days after publication of notice of
its commencement. See Securities Exchange
Act Release No. 11521 (July 2, 1975), 40 Fed.
PReg. 30332 (July 18, 1975).

if approved prior to that date, will be
consistent with such sections when so
amended. In the case of proposed rule
changes by a national securities ex-
change or registered securltls associa-
tion filed prior to December 1, 1975, re-
lating to a facility of such exchange or
association which will be required to be
registered as a clearing agency on De-
cember 1, 1975, paragraph (b) of Item
4 of Form 19b-4A should be completed,
as appropriate.

Formn igb-4B. Form 19b-4B Is to be
used to give notice of a stated policy,
practice or interpretation of a self-regu-
latory organization and must include the
basis on which the self-regulatory orga-
nization believes such stated policy, prac-
tice or interpretation may be character-
ized as not constituting a rule.

All filings on Form 19b-4A and notices
on Form 19b-4B by self-regulatory orga-
nizations are to be Identified with the
Initials of the self-regulatory organiza-
tion, the year and the number of the il-
ing'for that year. Thus the first filing,
pursuant to the rule, in 1975 by the Na-
tional Association of Securities Dealers,
Inc., would be identified as SR-NASD-
75-1.

Rescission of Rules 9b-i, 17a-8, 15A1-2
and I5A-3. Under Section 9(b) (1) of the
Act It is unlawful for any person to effect,
by use of any facility of a national secu-
rities exchange, in contravention of Com-
mission rules, any transaction in con-
nection with any security whereby any
party to such transaction acquires any
put, call. straddle, or other option or
privilege of buying the security from or
selling the security to another without
being bound to do so. In 1972, the Chicago
Board Options Exchange (CBOE) ap-
plied for registration, on a pilot project
basis, as a national securities exchange
to establish an exchange market dealing
in options. The application of the CBOE
raised for the first time the possibility
of a significant number of option trans-
actions being effected on national secu-
rities exchanges. While the application
was pending, the Commission published
for comment proposed Rule 9b-1. Rule
9b-1 provided for the filing by exchanges
of plans regulating transactions in pp-
tions. The rule also provided generally
for the Commission to give pubis notice
and opportunity for submission of writ-
ten data, views and arguments as to any
such plan (or amendment thereto) and
for the Commission to declare any such
plan effective If it found the plan to be
necessary or appropriate in the- public
interest; amendments to a plan became
effective 30 days after publication (or
such earlier date as the Commission al-
lowed) unless disapproved by the Com-
mission.

While the 1975 Amendments have not
affected the Commission's authority
under Section 9 of the Act, and the Coin-
mision, if appropriate, might in the fu-
ture adopt rules to regulate exchange
trading of options pursuant to Section 9,
the procedures provided by Rule 9b-1
are duplicated in large part by new Sec-
tion 19(b) of the Act and Rule 19b-4

thereunder. At the same time there would
remain a number of small differences
which could create technical problems
for exchanges in complying with both
rules. Accordingly, the Commission has
determined to rescind Rule 9b-1, effec-
tive immediately. Rules of exchanges
constituting part of their plans for the
regulating of options which were in
effect on June 4, 1975, will continue in-
effect. In the future, proposed rule
changes of self-regulatory organizations
(including the package of proposed rule
changes necessary to permit institution
of option trading or Institution of a new
type of option trading, such as trading
in puts or straddles) will be considered,
pursuant to the procedures of Rule 19b-
4; the Commission will, of course, con-
tinue to review option trading closely in
light of Its broad authority under Section
9 of the Act.

Rule 17a-8 is superseded by Rule 19b-4
and is therefore rescinded, effective im-
mediately. Rules 15AJ-2 and 15AJ-3 re-
late to quotation and clearing -systems
operated by registered securities associ-
ations. In view of the revisions to the
Act made by the 1975 Amendments, It;
no longer appears necessary to retain
such rules and. accordingly, they are re-
scinded, effective December 1, 1975.

Delegation. The rules of the Commis-
sion relating to general organization are
concurrently being amended to delegate
authority to the Division of Market Reg-
ulation to publish proposed rule changes
of self-regulatory organizations and to
approve proposed rule changes.

The Commission for good cause finds
that notice and public procedure and
prior publication pursuant to 5 U.C.
553 (b) and (c) are unnecessary with
respect to the foregoing action and that
Rule 19b-4, and related Forms 19b-4A
and 19b-4B (and the related delegation
of authority) should be adopted, effec-
tive Immediately, in order to provide as
promptly as -possible an orderly proce-
dure for consideration of proposed rule
changes of self-regulatory organizations.
The Commission, however, encourages
interested persons to submit comments
with respect to Rule 19b-4 and the re-
lated forms. The Commission intends to
review the operation of the rule with
a view to improving and simplifying to
the extent feasible the procedures Imple-
mented pursuant to Section 19(b) of the
Act. The Commission further finds that
the adoption of Rule 19b-4 and the re-
lated forms will not impose any burden
on competition.
(sees. 2. 3, 6, 13, 17, 19. 23, 48 Stat. 881,

882, 835, 894, 897, 898, 901, as amended by
ses. 2, 3, 4, 14. 16, 18, 89 Stat. 97, 97-104.
104-109, 137-141, 146-154, 155--156; sec. I, 52
Stat. 1070. as amended by sec. 12, 89 Stat.
127-131; sec. 13, 89 Stat. 131-137; sec. 15, 89
Stat. 141-146; aeo. 31(b), 89 Stat. 170;.76
Stat. 394 (15 U.S.C. 78b, 78c, 78f, 78f, 78s,
and 78w, as amended by Pub. L. No. 94-29;
15 U.S.C. 780-3. as amended by Pub. L. No.
4--29; 15 U.S.O. 78o-4, as added by Pub. r.

'9 Se, e.g., Sections 11A and 17A of the
Act enacted by Sections 7 and 15 of the 1975
Amendments.
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No. 94--29; 15 U.S.C. 78q-1, as added by Pub.
L; No. 94-29; 15 U-SO. 78d-1, 78d-2))

By the Commission.
[SEAL] GEORGE A. FITzsIrtr(NS,

Secretary.
AuGuST 19, 1975.

PART 200-ORGANIZATION, CONDUCT
AND ETHICS; AND INFORMATION AND

- REQUESTS
DELEGATION OF AUTHORITY

Section 200.30-3(a) is amended by
adding a new subparagraph (13) as
follows:
§200.30-3 Delegation of Authority to

Director of Division of Market Rcg-
ulation.

(a) * * *
(13) Pursuant to Rule 19b-4.(§ 240.19

b-4) of this chapter, to publish notices
of Proposed rule changes med by self-
regulatory organizations and to approve
such proposed.rule changes.

PART 240--GENERAL RULES AND REG-
ULATIONS, SECURITIES EXCHANGE
ACT OF 1934

TEXT OF THE RuLE

Rule 19b-4 (17 CFR §240.19b-4), as
hereby adopted, reads as follows:.
§ 240.14b-4 Filings with respect to pro-

posed rule changes by, and notices as
to certain stated policies, practices
and interpretations of, self-regulatory
organizations.

(a) The term "proposed rule change"
means any proposed rule or any proposed
change In, addition to, or deletion from
the rules of a self-regulatory organiza-
tion. A stated policy, practice, or inter-
pretation of a self-regulatory organiza-
tion shall, be deemed to be-a rule of the
self-regulatory organization if (1) action
thereon by the members or by the board
of directors, or similar governing body, of
such self-regulatory organizatibn is re-
quired under its constitution, articles o'f
Incorporation, by-laws, rules, or instru-
ments corresponding thereto, (2) a self-
regulatory organization elects or is re-
quired, pursuant to its constitution, ar-
ticles of incorporation, by-laws, rules, or
instruments corresponding thereto, to
treat it as a rule change hereunder, (3)
It represents a change in, addition to, or
deletion from a stated policy, practice or
interpretation which the self-regulatory
organization previously treated as a pro-
posed rule change or (4) it requires a de-
termination, or affects a prior deter-
mination, pursuant to Rules 8c-l(g) or
15c2-1(g).

(b) The term "stated policies, practices
and interpretations" includes any mate-
rIal aspect of the operation of the facili-
ties of the self-regulatory organization
or any statement made generally avail-
able tothe membership of, or all partici-
pants in, Or persons having orseeking ac-
cess (including, in the case of national
securities exchanges or registered securi-

RULES AND REGULATIONS

ties associations, through a member) to
facilities of, a self-regulatory organiza-
tion, or to a group or category of such
person,- establishing or changing any
standards or guidelines with respect to
(1) the rights or obligations of such per-
sons or, in the case of national securities
exchanges or registered securities asso-
ciations, persons associated with such
persons or (2) the application or inter-
pretation of an existing rule.'

(c) Filings with respect to proposed
rule changes by a self-regulatory orga-
nization shall be made on Form 19b-4A.
Notice on Form 19b-4B as to a stated
policy, practice or interpretation which
the self-regulatory organization believes
may be characterized as not constituting
a rule pursuant to paragraph (a) of this
section shall be mailed first class, postage
prepaid, to the Commission, not later
than the date on which it is first made
generally available.

(d) A proposed rule change may take
effect upon filing with the Commission
,pursuant to-Section 19(b) (3) (A) of the
Act if designated by the self-regulatory
organization as (1) constituting a stated

-policy, practice or interpretation with
respect to the meaning, administration,
or enforcement of an existing rule, (2)
establishing or changing a due, fee, or
other charge, or (3) concerned solely
with the administration of the self-
regulatory organization.

(e) After instituting proceedings to
determine whether a proposed rule
change should be disapproved, the Com-
mission will afford the self-regulatory
organization and interested persons an
opportunity to submit additional written
data, views and arguments and, in the
discretion of the Commission, an oppor-
tunity to make oral presentations.

(f) N6tice of orders Issued pursuant
to Section 19(b) of the Act will be given
by ,prompt publication thereof, together
with a statement of written reasons
therefor.

(g On or prior -to April 1, 1976, each
national securities exchange and securi-
ties association registered with the Com-

"mission on June 4, 1975, shall file with
the Commission the information re-
quired by items 3, 4, 5 and 6 of Form
19b-4A with respect to each of its rules
in effect on June 4, 1975, and on the date
of filing.

(h) Self-regulatory organizations shall
retain at their principal place of busi-
ness a file, available to Interested per-
sons for public inspection and copying,
of all filings made pursuant to this rule
and all correspondence received by such
self-regulatory organization with respect
to any such filing.

PART 249-FORMS, SECURITIES
EXCHANGE ACT OF 1934

ADropmo OF FORMS
Part 249-Forms, Securities Exchange

Act of 1934, is hereby amended (1) by
adding to Subpart A-Forms for Regis-
tration or Exemption of, and Notifica-
tion of ActionTaken by, National Securi-
ties Exchanges, Sections 249.19a and
249.19b, and (2) by adding to Subpart

I--Forms for Registration of and Re-
porting by National Securlties Apsocia-
tions and Affiliated Securities Assocla-
tions, §§ 249.819a and 249.819b as fol-
lows:
§ 249.19a Form 19b-14A, for filings with

respect to proposed rule changes by
all self-regulatory organizations.

This form shall be used by all self-
regulatory organizations, as defined in
Section 3(a) (26) of the Securities Ex-
change Act of 1934, to file proposed rule
changes with, the Commission pursuant
to Section 19(b) of that Act and Rule
19b-4 thereunder.
§ 249.19h Form 19-1IB, for giving no-

tice as to stated policies, practices
and interpretations of self-regulatory
organizations.

This form shall be used by all self-
regulatory organizations, as defined in
Section 3(a) (26) of the Securities Ex-
change Act of 1934, to give notice, pur-
suant to Section 19(b) of that Act and
Rule 19b-4 thereunder, as to stated poli-
cies, practices and interpretations of
self-regulatory organizations which such
organizations believe may be character-
ized as not constituting rules.
§ 249.8 1 9a' Form 19b-4A, for , filings

with respect to proposed rule clinges
by all self-regulatory organizations.

This form shall be used by all self-
regulatory organizations, as defined in
Section 3(a) (26) of the Securities Ex-
change Act of 1934, to file proposed rule
changes with the Commission pursuant
to Section 19(b). of that Act and Rulq
19b-4 thereunder.
§ 249.819b Form 19b-411, for giving no-

tice as to stated policies, practices
- and interpretations of self-regulatory

organizations.
rthis form shall be used by all self-

regulatory organizations, as defined in'
Section 3(a) (26) of the Securities Ex-
change Act of 1934, to give notice, pur
suant to Section 19(b) of that Act and
Rule 19b-4 thereunder, as to stated poli-
cies, practices and interpretations of
self-regulatory organizations which such
organizations believe may be character-
ized as not constituting rules,

RESCISSION

Rules 9b-1 (17 CFR § 240.9b-1), and
17a-8 (17 CFR § 240.17a-8) are hereby
rescinded, . effective immediately. Rules
15Aj-2 (17 CFR § 240.15AJ-2) and 15AJ-
3 (17 CFR § 240.15AJ-3) are hereby re-
scinded, effective December 1, 1975.

[FR Doc.75-23298 Filed 9-2-758:45 oral

[Release No. 34-11615; rile No. 17-6031

PART 240-GENERAL RULES AND REGU-
LATIONS, SECURITIES EXCHANGE ACT
OF 1934

Arrest and Indictment Records of Associ.
ated Persons Brokers-Dealers' Mainte-
nance
itroducion. The Sepurities and Ex-

change Commission today announced
adoption of amended Rule 17a-3 (a) (12)
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(A) (8) under the Securities Exchange Another commentator, a major-broker-
Act of 1934 ( 240.17a-3(a) (12) (1) (h)). age firm, asserted that the proposed
Rule 17a-3(a) (12) (A) requires every amendment would eliminate from the
member of a national securities exchange employment application records of ar-
who transacts a business in securities di- rests or indictments for some offenses
rectly with others than members of a which might alert the broker-dealer to
national securities exchange, and every the possibility that in certain situations
broker or dealer who transacts a business such person might respond In ways which
in securities through the medium of any would make It inappropriate for him to
such member, and every registered bro- handle funds or securities for the firm.
ker or dealer to obtain from each asso- In regard to the comments that the
ciated person' a questionnkire or appl- Commission not modify Its current re-
cation for employment containing, among quirement, the Commission believes that
other things, a record of any arrests, In- 'the amended rule represents a sound
dictments, or convictions for any felony compromise between the sometimes con-
or misdemeanor, except minor traffic of- flicting objectives of avoiding hardship to
fenses, to which the associated person individuals and the securities industry's
has been subject.! The Commission has position of public trust. The Commlssion
amended Rule 17a-3(a) (12) (A) (8) to notes that the Criminal Division of the
limit the reference to arrests or indict- Department of Justice stated of the
ments to crimes which are related to the amendment, "such a step Is appropriate
safe operation of the securities industry, and is in accord with the Department's

The impetus for this amendment orlgl- policy concerning the protection of In-

nated with the Commission's concern as dlvidual privacy." The rule as amended
to whether requiring the maintenance of no longer requires the maintenance of
records of all arrests and indictments arrest and indictment records for "vic-
might be too broad in light of certain timless" offenses or certain other lesser
recent civil rights-decislons, and as such crimes. At the same time, the rule con-
might no longer comport with public pol- tinues to require the maintenance of ar-

icy. The amendment was proposed in Se- rest and Indictment records for more
Act Release No. 11402, serious crimes which may more directly

curites Exchange reflect on an individual's trustworthinessMay?7, 1975.' •

Comments. The Commission received in dealing with customers' funds and

four comment letters on proposed Rule securities.
17a-3 (a) (12) (A) (8) from the public dur- The Commission has adopted one mod-
ing the comment period which expired ification to the rule as proposed. Lan-
June 18, 1975. In addition, the Commis- guage has been added which assures that
slon received comments from the Crim- persons disclosing arrest or indictment
inal Division of the Department of Jus- information will be given the opportu-
tice and from the Equal Employment nity to explain or discuss the circum-
Opportunity Commission. F y [the stances surrounding the event and to In-Oppotunty omm~io Finllythedicate the disposition of the arrest or
Commission solicited through a volun- dictettar qustonnireinormtio fom heindictment
tary questionnaire information from the The Commission notes that Rule 17a-
various states concerning their state law 3(a) (12) (A) (8) should not be inter-
or policy. The rule as adopted differs preted to require or suggest that the fact
only slightly from the rule as proposed. of any arrest or conviction record Is to
Several commentators stated that the be used as an absolute bar to employ-
proposed amendment should not be ment. Rather. the Commisson advises
adopted. One, a state securities a ein- broker-dealers that they should look atIstrator, asserted that_- the proposed the circumstances surrounding the ar-
amendment would place the rights of an rest or conviction in light of applicable
individual above those of the public "on regulations under Title VIE of the Civil
a suppositional possibility that some in- Rights Act of 1964,' as well- as relevant
dividual could be damaged." Further, he court cases!
indicated that on some occasions a rou- The Commission has determined that
tine investigation of an applicant's arrest the adoption of amended Rule 17a-3 (a)
record discloses additional information (12) (A) (8) will not Impose'a burden on
which constitutes grounds for refusing competition.
registratiOn. { In view of the foregoing, the Commis-

sion has adopted the amendment to Rule
Rule 17a-3(a) (12) (3) (§ 240.17a-3(a) (12) 17a-3(a) (12) (A) (8).

(U:)) defines an associated person to be a Statutory authority. The Securities
"partner, officer, director, salesman, trader, and Exchange Commission, acting pur-

,manager, or any employee handling funds or suant to the provisions of the Scurities
securities or soliciting transactions or ac-
counts for such member, broker or dealer." Exchange Act of 1934, particularly sec-

'Form. SECO-2, the Personnel Form for tions 17(a) and 23 (a) thereof, and deem-
nonmember brokers and dealers, requests Ing It necessary for the exercise of the
similar information. Effective October 1, 1975, functions vested in It, and necessary and
the Commission has amended Form SECO-2 appropriate in the public interest and for
by. the substitution of Form U-4, a uniform the protection of investors, hereby

sons. (Securities Exchange Act Release No.
11424, May 16. 1975. 40 FR 30634). Insofar as
the requlrements regatding arrest records, In-
dictments, snd convictions are concerned,
Form U-4 will contain requirements similar
to Rule 17" (a) (12) (A) (8).

* 40 FR 21498.

'42 U.S.C. 2000e et seq. (Supp. 33, 1972),
and 42 U.S.C. 1081 (1970).

'See eg., Orlggs v. Duke Power Co. 401
UI. 424 (1971); Gregory v. Litton Systems,
Inc., 316 V. Supp. 401 (C.D. Cal. 1970), modl-
fled. 472 F. 2d 031 (9th Cir. 1972).

amends Part 240 of Chapter 31 of Title
17 of the Code of Federal Regulations
by amending § 240.17a-3, effective Octo-
ber 1, 1975.

Text of amended Paragrap. (a) (12)
(A) (8) of Rule 17a-3. The text of
amended paragraph (a) (12) (A) (8) ((a)
(12) (1) (h)) of Rule 17a-3 (5 240.17a-3)
Is as follows:
§ 240.17a- 3  Records to be made by cer-

tain exchange members, brokers and
dealers.

(a) e "
(12) (D *)

(hs) A record of any arrest or Indict-
meut for any felony or misdemeanor in-
volving the purchase, sale, or delivery of
hny security, or arising out of the con-
duct of the business of a broken, dealer,
fiduciary, investment company, invest-
ment adviser. underwriter, bank, trust
company, Insurance company or other fi-
nancina institution, or Involving any
crime In which violence or threats of
violence against any person, dishonesty,
the wrongful taking of any property, or
any manner of fraud was a factor, or
Involving conspiracy to commit any of
the foregoing, and the disposition of any
such arrest or Indictment or further ex-
planation thereof, and a record of any
conviction for any felony or any mis-
demeanor, except minor traffic offenses,
of which he has been the subject.

(15 U.S.C. 78q(a); 15 US.C. 78wa).)

By the Commission.
[sEAL] Groacz A. F osnroxs,

Secretary,.
AuGus'r 25, 1975.
[PJR Doc.75-23297 Piled 9-2-75;8:45 aml

Title 24-H ousing and Urban
Development

CHAPTER VIll-LOW INCOME HOUSING,
DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. R-75-3491
PART 888-SECTION 8 HOUSING ASSIST-

ANCE PAYMENTS PROGRAM - FAIR
MARKET RENTS AND CONTRACT RENT
AUTOMATIC ANNUAL ADJUSTMENT
FACTORS

Amendment of Schedule A--Fair Market
Rents for New Construction and Sub-
stantial Rehabilitation; Interim Rule
The Department of Housing and Urban

Development, on March 31, 1975,
amended Title 24 of the Code of Fed-
eraI Regulations by adding to Chapter
VMI a new Part 888--Section 8 Housing'
Assistance Payments Program-Fair
Market Rents and Contract Rent Auto-
matic Annual Adjustment Factors.

Since March 31, 1975, additional com-
ments and data have been received In-
dicating continuing need to revise these
rents In light of the most recent data
available. This material submitted by in-
terested members of the general public,
as well as HUD Field Offices, has gen-
erally Indicated a need to increase the
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published rents in order to meet spe-
cifie local housing market conditions.

The Department proposes to incorpo-
rate in Part- 888, Subpart A, in the re-
spective appropriate places at 40 FR
14509114516, 14522, 14551, and 14555 re-
vised Schedules A for the following mar-
ket areas: Camden, Atlantic City, Bur-
lington, Gloucester, Trenton, and Vine-
land, New Jersey; New Castle, Pitts-
burgh, Erie, Sharon, Altoona and Johns-
town, Pennsylvania; Columbus, Georgia;
Denver, Colorado; and Cedar City, Lo-
gan, and Moab, Utah.Revision of the Schedule A for the .Co-
lumbus, Georgia market area consists of
a change n the rent for a 1 bedroom,
elevator dwelling unit to correct an er-

ror made in the previous publication of
the Fair Market Rents. The Schedules
A for the Cedar City, Logan, and Moab,
Utah market areas provide Fair Market
Rents for market areas within the State
of Utah for which Fair Market Rentz
have not previously been established.

Because these Schedules represent
tables of Fair Market Rents which
change periodically and are republished
annually, data and public comments
with respect thereto are timely and rele-
vant whenever interested parties wish to
zubmit them, and such information w.l
be' considered at any time. Therefore,
the Assistant Secretary for Housing Pro-
duction and Mortgage Credit-PHA Com-
missioner has determined It to be reason-

able and in the public Interest to allow
for a 15 day comment period.

Interested parties are Invited to sub-
mit written comments, suggestions and
objections regarding the proposed
amendment by October 3, 1975. All ma-
terials which persons wish to submit
should be filed with the Rules Docket
Clerk, Office of the General Counsel,
Room 10245, Department of Housing and
Urban Development, 451 7th Street, SW,,
Washington, D.C. 20410.
(See. 7(d) Department of Housing and Urban
Development Act, 42 US0 3535(d))

Issued at Washinton, D.A, August 27,
1975.

DAVID S. COOX,
Assistant Secretary-Commissioner.
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U, S. DEPART |T OF HOUS11G MD UAn;.i DELOI;:0C:iT
Section 8 Housing As sistance Pay' 3nts Program

Schedule A - Fair Market Rents for N1ew Construction and Substantial Ihabilitation (Includin, Housing rinance and -
Dev&lopmcnt Agencies Program)

Effective Date (A- T These Fair Ia-rket Rents include projection for construction ti= .through July 1, 1977.

IOTE: The Fair Market Rents for (1) dwelling units designed for the elderly or handicapped are those for-the
appropriate size unit, not to exceed 2-Bedroom, multiplied by 1.05 and rounded to the next higher whole dollar,
(2) congregate housing dwelling units are the same as for non-congregato units, and (3) vfrgle-ro5= occupancy dvalling
units are those for 0 - Bedroom units of the -sa ne type.

*,rr.t ~pnntt

MARKET AREA STRUCTURE TYPE UVflMER OF BEDf,0OXS

_____ 0 1 2 3 14 or r=
CUIDT DETACHED - - 391 442 463

SEMIVDETACHED/Rb'( - 313 356 395 424

WALKUP 223 242 316 368 409

ELEVATOR 258 -292 357 - -

ATLANTIC DETACHED - - 372 421 453
CITY

SEI-3ETACHED/RO1 - 314 357 394 425

WALKU 228 247 297 364 404

ELEVATOR 277' 338 438 - - /

BURLINGTON DETACHED - - 391 442 463
SEMI1-DETACHED/RW - 313 355 395 424

WALKUP 228 247' 309 360 400

ELEVATOR 258 292 357 - -

GLOUCESTER DETACHED - - 391 442 463

SEMI-DETACHED/RO - 313 356 395 424

IIKUP 223 242 -316 368 409

ELEVATOR 258 292 357 - -

TRENTON - DETACHED - 403 454 47,9

SEMI-DETACHED/ROW - 323 367 405 436

WAIKUP 245 264 345 388 426

ELEVATOR 287 343 460' - -

VINELAND DETACHEb - - 355 406 435

SEM-DETACHED/ROW - 297 341 376 407

WIKr 216 235 278 330 381

ELEVATOR ,44 77R 14n - -
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AREA 1OFFIE PXITTSBURGN, V'A. iGIaC III - PHILADELPHIA

NARRET AREA STRUCTURE TYPE NIAMER OF BED!:00S

NEW CASTLE "" U - 306 350 420

SEI.-D=TACN1EDlROJ -. 263 289 333 400

WALKUP 198 245 289 333 386

ELEVATOR 222 278 321 - - A

PITTSEURGH DETACHED - - 365 426 490

SDII-DETACHED/DO0 - 313 348 406 467

WALKUP 212 260 313 370 429

ELEVATOR 236 296 342 - -

ERIE DETACHED - - 335 377 449

SEMI-DETACHED/F.W 281 219 356 427

WALKUP 206 255 312 349 404

ELEVATOR 234 290 366 -. -

SILOR0N DETACHED - - 306 350 420

SENI-DETACHED/ROW - 263 289 333 400

WALKUP 190 245 289 333 386

ELEVATOR 222 278 321 - -

ALTOONA DETACHED" - - 340 386 432

SbiH-DETACHED/RO'd - 292 321 368 416

WALKUP 196 242 298 334 370

ELEVAT61 219 278 354 - -

JOBASTOM DETACHED - - 283 384 484

SEI-DETACHED/ROW - 243 267 362 '456

WALKUP 183 209 252 295 339

219 278 354 - -

I~sRIIG (~1C bEVEH,CcrORA0O _RuGol VIX- DrNVIIR

NALEET AREA STR'CTUPE Ti:E M , o R oI MNIot

0 1 - 21 3 or toro
U.i..1AWVLD - - 288 345 390

SEf211-DITMCED/RO - 217 255 322 345

WALKU 172 208 247 310 340

ELEVATOR 178 215 254 - - -

IrSURIEG OFFICE SALT TAXP CTT'tf ..'GIa_ VTTT - 'ivR

NAPXET AREA STRUCTURE TYPE HttMflR OF .P N11

0 1 12 :4 4a 3r

-CEDAR CITY ukIi. - 235 260 2001

SEH.DlETC RED/04 - 181 211 236 256

VIALKU 2 135 176 206 231 245

ELEVATOR - - - -

LOGAN DETACHED - - 230 255 270

SElI-DETACRED/ROW - 160 180 205 235

WALKUP 125 155. 175 200 230
ELEVATOR - - - - -

OAB DETACD - - 235 260 200

SEHI-DETACHEDIR001 - 181 211 236 250

WALKUP 135 176 206 231 245

ELEVATOR I- - - -

U. S. DEPARTIflT OF HOUSING AND URBAN DEVELOP0IiT
Sectien 8 Housing Assistance Payments Program

Schedule A - Fair IkLrltet Rents 'for Now Construction and Substantial Rehabilitation (Including 11ousIng rinalica and
Development Agencies Program)

7lese Fair Market Rents include projection for constructibn time through Dec. 31, 1976.

1OTE: The Fair Markot Rents for (1) dwelling units designed for the elderly or handicapped are thoso for tho
appropriate size unit, not to-exceed 2-Bedroom, multiplied by 1.05 rounded to the next higher wholo dollars
(2) congregate housing dwelling units are the.same as for non-congregate units, and (3) single-room occupancy cl10v1ba
units are those for 0 , Bedroom units of the same type.

ATLANTA, GEORGIA
REGIOI IV - ATLANTA

MARKET AREA STRUCTURE TYPE , . NUER OF BEDROOIS

0 1 2 13- 4 or more

COLUMBUS DEACHED- - 261 298 342

SEHI-DETACHED/ROW - 186 230 280 323

WALKUP - 168 186 224 267 304

ELEVATOR 186 217 273 - -

[FR Do0.75-23162 Flied 9-2-75;8:45 am]
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U ' S. DEART=T 07 Hou1InG 411D UMAX t DEVELORin T
Section 8 Housing Assistance Payments Program

Schedule A - Fair I:rl t Rents for Hew Construction and Substantial Rehabilitation (InCludivag 1ksin Finance Itrd
Dvelop 'nt Agencies Progan)

Thiese Fair Narket Rents includo projection for construction tine throegh July 31, 1977.

NOTE: The Fair Market Rents for (1) dwelling unite designed for the elderly or handicapped era theose for the
appropriate size unit, not to exceed 2-Bedroom, nultiplied by 1.05 and Toended to the next higher whole dollars
(2) congregate housing dwelling units are the same as for non-corregate unite, anl (3) airle-ropi occupancy duelling
unite arc those for 0 - Bedroom units of the care type.
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Title 41-Public Contracts and Property
Management

CHAPTER. 14-DEPARTMENT OF THE
INTERIOR

PART 14-3-PROCUREMENT BY
I NEGOTIATION

Determinations and Findings-Cost
Acc6ounting Standards

Pursuant to the authority of the Sec-
retary of the Interior contained in 5
U..C. 301, Part 14-3 of Chapter 14 of
Title 41 of the- Code of Federal Regula-
tions is hereby amended as stated herein.

It is the general policy of the Depart-
ment of the Interior to allow time for
interested parties to participate in the
rulemaking process.However. the amend-
ments herein are administrative proce-
dures to implement existing regulations.
Subpart 14-3.3 is amended to add new
paragraphs (o) and (p) to § 14-3.305-51
-pertaining to det~rmlnatlons and find-
ings required in connection with pur-
chase descriptions and specifications and
to add new paragraphs (q) through (t) to
§14-3.305-51 pertaining to determina-
tions and findings in connection with cost
accounting standards. A -new Subpart
14-3.12 is added concerning cost account-
ing standards. Because the amendments
Implement the requirements of 41 CPR
Subparts 1-1.3 and 1-3.12 and are entirely
administrative in nature, the public rule-
making process is waived in this instance
and the amendments stated below are
effective Immediately.

Dated: August 20,1975.

RiCH&RD R. Hrr,
Deputy Assistant Secretary

of the Interior.

1. Part 14-3 is amended by adding the
following Subpart 14-3.12 to the Table
of Contents.

Subpart 14-3.12--Cost Accounting Standards
Sec.
14-3.1203 Prime contractor Disclosure State-

ment(s).
14-3.12b8 Contract Administration for CASE

matters by other Government
agencies other than DOD.

14-3.1210 Cost Accounting Standards Board
report.

14-31211 Waiver of cost accounting stand-
ards. rules and regulations.

Amwonrrr: Sec.-205(c), 63 Stat. 389; (40
U.S.C. 4861c)).

2. Subpart 14-3.3 is amended by adding
paragraph (o) through (t) to § 14-3.305-
51 which read as follows:
§ 14-3.305-S1 Summaryofrequlredde-

terminations and findings.

(o) The determination required by
§ 1-1.307-1(b) of this title thatpartcular
features or restrictions specified in pur-
chase descriptions are essential to the
Government's requirements will be signed
by the user.

(p) The determinations required by
§ 1-1.307-3 of this title that particular
features or restrictions specified in com-
mercial, technical, and State and local
specifications and standards are essen-
tial to the Government's .requirements
wilbe signed by the user.

(q) The determination required by
§1-3.1203(b) of this title that a Dis-
closure Statement is adequate will be
signed by the contracting officer or his
authorized representative.

(r) The determination required by
§1-3.1203(d) of this title authorizing
postaward submission of Disclosure
Statement(s) will be signed by the con-
tracting officer.

(s) The determination by the head of
the agency pursuant to § 1-3.1203(e) of
this title that It Is impractical to secure
Disclosure Statement(s) will be signed by
the Assistant Secretary-Management.

(t The determination by the head of
the agency pursuant to § 1-3.1211 of this
title to waive all or any part of the pro-
visions of the Cost Accounting Standards
clause with respect to nondefense con-
tracts shall be prepared in accordance
with § 14-3.1211 of this chapter and will
be signed by the Assistant Secretary-
MAanagement. A waiver with respect to
national defense contracts will require
approval of the CASB pursuant to
§ 1-3.1211 of this title.

3. Part 14-3 is amended by adding a
new Subpart 14-3.12 and new §14-
3.1203, 14-3.1208, 14-3.1210 and 14-3.1211
which read as follows:

Subpart 14-3.12---Cost of Accounting
Standards

Accounting Standards" (as set forth in
§ 1-3.1204 of this title) with respect to
nondefense contracts shall be prepared
and signed by the contracting officer
after he has determined that It is im-
practical to obtain the materials, sup-

.plies, or services from any other source.
This determination, and the documenta-
tion required by § 1-3.1211 of this title,
shall be submitted through the Assistant
Director for Proedrement, Office of Man-
agement Services, to the Assitant Sec-
retary-Management for approval. A
waiver with respect to national defense
contracts will require approval of the
CASB pursuant to § 1-3-1211 of this title.

[FR Doc.75-23216 Plied 9-2-75.8:45 aro]

CHAPTER 114--DEPARTMENT OF THE
INTERIOR

InP"I Release No. 75-8

PART 114-42-PROPERTY REHABILITA-
TION SERVICES AND FACILITIES

Precious Metals and Critical Materials

AUGUsT 20,1975.
Pursuant to the authority of the Sec-

retary of the Interior contained in 5
U.S.C. 301 and Sec. 205(c), 63 Stat. 390;
40 U.S.C. 486(c), Subpart 114-42.3 of
Chapter 114. Title 41 of the Code of Fed-
eral Regulations, Is amended as set forth

§ 14-3.1203 Prime contractor Disdo. below.
. sure Statement(s). This amei

Determinations and findings by the ters of intei
head of the agency under § 1-3.1203(e) Is, therefore
of this title that It Is Impractical to se- rulemnakingi
cure Disclosure Statement(s) in accord- this amendi
ance with the clause entitled "Cost Ac- September 3
counting Standards" as set forth In
§ 1-3.1204 of this title, will be signed by
the Assistant Secretary-Management. D
§ 14-3.1208 Contract admilnistration for

CASB matters by other Government Subpart I
agencies other than DOD. tlrety to rea

The designation of cognizant contract- sec.
ing officer for CASB matters within In- 11442.301
terlor pursuant to j 1-3.1208(b) of this 114-42.301-
title will be made by the Assistant DI- 114-42-01-2
rector'for Procurement, Office of Man-
agement Services. Subpart 114-

§ 14-3.1210 Cost Accounting Standards l14--203a
Board Report.,

Each bureau and office shall collect, 114-42.303
consolidate and submit to the Assistant
Director for Procurement, Office of Man-
agement Services, within 90 days after 114-42.303-1
the close of each calendar year. the in-
formation required by Subparagraph
(c) (8) of § 1-3.1210 of this title. Cog-
nizant contracting officers for CASB 114-4223-2
matters (if any) in each bureau or office
ame required to collect and report all in-
formation required by paragraph (c) of
§ 1-3.1210 of this title. The Assistant Di-
rector for Procurement, Office of Man- AuTIzrorrr

agement Services, shall consolidate the 3 tt. 3W.4
Information collected and submit the an-
nual report to CASB. § 114-42.30
§ 14-3.1211 Waiver of cost accounting The bead

standards, rules and regulations, responsible
Each request for approval of a pro- a program f

posed waiver of all or any part of the andcritical
provisions of the clause entitled "Cost the provilso

ndment relates only to inat-
real Department practice. It
. determined that the public
procedure is unnecessary and
nent shall become effective
,19'75.

RICHARDR . HrT,
WutY Assistant Secretary

of the IMterior.

.14-42.3 is revised in its en-
d as follows:

General.
Guidelines for conducting

intra-agency surveys.
Reportng to GSA.

12.3--tcovey of Precious Metals
and Critical Materials
Recovery of silver from tfed

hypo solution and scrap aim.
Recovery and utilization of

precious metals through the
Defense Precious Metals Re-
covery Program.

Recovery of precious metals
through the Defense Prop-
erty Disposal Precious Met-
als Recovery OMice (DPDP-
WRa).

'Utilization of DOD-recovered
precious metals as govern-
nent - finished material
(GPM) ln Federal procure-
:ments.

5 U.S.C. 301 and Sec. 205(c).
0U.S.C.486(c).

1 General. 4

of each bureau and office is
Eor establishing and pursuing
rrecovery of precious metals

materials in accordance with
n of FFMR 101-4.3.
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§ 114-4.2.301-1 Guidelines for conduct-
jag intra-agency surveys.

(a) An annual survey shall be con-
ducted at each installation, facility, or
activity that generates used hypo solu-
tion, scrap film, or other precious metal-
bearing scrap, and which has no precious
metal recovery program, to determine
the economic feasibility of implementing
recovery procedures. The results of the
survey should be recorded in the format
iluustrated in FPMR 101-42.4901, and a
copy forwarded to the Director, Office of
Management Services (PM).

(b) Each bureau and office having an
existing or potential precious metal r&-
covery program shall designate an in-
dividual to be responsible for coordinat-
ing the surveys, implementing recovery
procedures, monitoring recovery pro-
grams, and submitting the consolidated
annual report prescribed in § 114-42.-
301-2. A notice of such designation shall
be submitted to the Director, Office of
Management Services (PM).
§ 114-42.301-2 Reporting to GSA.

Within 25 calendar days after the close
of each fiscal year, and using the format
illustrated In FPMR 101-42.4902, each
bureau and office shall submit a consoli-
dated annual report to the Office of Man-
agement Services (PM) for Departmental
consolidation and submission to the Gen-
eral Services Administration.

§ 114-42.302 Recovery of silver from
used hypo solution and scrap film.

The head of each bureau and office is
responsible for establishing, maintaining,
and pursuing a program for silver recov-
ery from used hypo solution and scrap
film In accordance with the procedures
set forth in FPMR 101-42.302.

§ 114-42.303 Recovery and utilization
of precious metals through the De-
fense Precious Metals Recovery Pro-
gram.

§ 114-42.303-1 Recovery of precious
metals through the Defense Property
Disposal Precious Metals Recovery
Office (DPDPMRO).

#Each bureau and office generating pre-
cious metal-bearing scrap and having no
disposal facility should establish proce-
dures for reporting accumulations of such
scrap to DPDPMRO, and for sending
GSA -a copy of, each such report In ac-
cordance with FPMR 101-42.303-1.
§ 114-42.303-2 Utilization of DOD-

recovered precious metals as Govern-
ment-furnished material (GFM) in
Federal procurements.

Prior tq the procurement of any pre-
clous metal, consideration should be
given to the acquisition of such material
through the procedures set forth in
FPMR 101-42.303-2.
[r Doc.75-23217 Filed 9-2-75;8:45 am]

RULES AND REGULATIONS

Title 45--Public Welfare
CHAPTER I-OFFICE OF EDUCATION, DE-

PARTMENT OF HEALTH, EDUCATION, a
AND WELFARE C

e
PART 169-STRENGTHENING DEVELOP- j

ING INSTITUTIONS PROGRAM
Correction a

In FR Doc. 75-14333, appearing at i
page -23857 in the 'issue for Tuesday, t
June 3, 1975, on page 23861, third col-
umn, § 169.28, Paragraph (a), third line, f
the xeferenc6 to ."§ 100.26(b)", should
be-to "§ 100a.26(b)".

Title 49-Transportation
CHAPTER X-INTERSTATE COMMERCE

COMMISSION
[Docket No. 35819]

ICC DESIGNATIONS TO BE SHOWN ON
TARIFFS AND SCHEDULES, AND AS-
SIGNMENT OF ALPHA CODE CARRIER
AND AGENT DESIGNATIONS

Correction

In FR Doc. 75-21994 appearing at page
36346 in the issue of Wednesday, August s
20, 1975, make the following changes: ]

1. In the second column of page 36357
the first two sentences of § 1306.18(d) (2)
should be deleted. In their place insert
the following sdntence to read:
§ 1306.18 ICC num]ering systems.

(d) * *

(2) Any reference -in one tariff or
schedule to another tariff or schedule
by its old MP-ICC or MB-ICC num-
ber, after such referred to publica-
tion has been reissued or converted using
the standard ICC designation system,
must be corrected by publication(s) filed
within 60 days of the effective date of
the changed designation. * *

2. In the third column of page 36359
the third line of § 1307.44(c) should be
corrected by changing "no" to "not", so
that the corrected line reads "bers- (not
standard ICC desigiations), and".

3. In the second column of page 36362
a heading was dropped from § 1308.13(d)
(1). Immediately- above the paragraph
set out n small print insert the heading:

N ToCE OF CEULNGE OF ICC NUMMEM

SUBCHAPTER A-GENERAL RULES AND
REGULATIONS

[SO No. 1126; Amdt. No. 5]

PART 1033-CAR SERVICE
Baltimore and Ohio Railroad Co.

At a Session of the Interstate Com-
merce Commission, Railroad Service
Board, held In Washington, D.C., on the
26th day of August, 1975.

Upon further consideration, of Service
Order No. 1126 (38 FR 6999, 22790; 39 FR
8327, 31237 and 40 FR 8561), and good
cause appearing therefor:

It is ordered, That: § 1033.1126 The
laltimore and Ohio Railroad Company
uthorized to operate over tracks of Penn
entral Transportation Company, Rob-
rt W. Blanchette, Richard C. Bond, and
ohn H. McArthur, Trustees Service
)rder No. 1126 be, and It is hereby,
mended by substituting the following
aragraph (e) for paragraph (e) thereof:

(e) Expiration date. The provisions of
his order shall expire at 11:59 p.m., No-
rember 30, 1975, unless otherwise modi-
led, changed, or suspended by order of
-his Commission.

Effective date. This amendment shall
become effective at 11:59 p.m., August 31,
1975.
'Secs. 1, 12, 15, and 17(2), 24 Stat. 379, 303,
84, as amended; 49 U.S.C. 1, 12, 15, and
7(2). Interprets or applies Sees. 1 (10-17),
5(4). and 17(2), 40 Stat. 101, as amended,

64 Stat. 911; 49 U.S.C. 1(10-17), 11(4), arid
7(2).)

It is further ordered, That a copy of
his amendment shall be served upon the
Assoclation of American Railroads, Car
Service Division, as agent of all railroads
subscribing to the car service and car
hire agreement under the terms of that
agreement, and upon the American Short
Line Railroad Association; and that no-
tice of this amendment be given to the
general public by depositing a copy In
the Office of the Secretary of the Com-
mission at Washington, D.C., arld by
filing It with the Director, Office of the
Federal Register.

By the Commission, Railroad Service
Board.

[sEAL] ROBERT L. OSWALD,
Secretary.

IFR Doc.75-23341 Flied 9-2-75;845 ala)

[SO No. 1131; Amdt. No. 7]
PART 1033-CAR SERVICE

Chicago, Rock Island and Pacific Railroad
Co.

At a Session of the Interstate Com-
merce Commission, Railroad Service
Board, held in Washington, D.C., on the
26th day of August, 1975. ,

Upon further consideration of Service
Order No. 1131 (38 FR 9232, 17845, 33309;
39 PR 8327, 19218, 41853, 40 FR 8823)
and good cause appearing therefor:

It is ordered, That: § 1033.1131 Chi-
cago, Rock Island and Pacific Railroad
Company authorized to operate over
tracks of Chicago, Milwaukee, St. Paul
and Pacilc Railroad Company Service
Order No. 1131 be, and It is hereby,
amended by substituting the following
paragraph (e) for paragraph (e) thereof:

(e) Expiration date. The provisions of
this order shall expire at 11:59 pm., Fob-
ruary 29, 1976, unless otherwise modi-
fied, changed or suspended by order of
this Commission.

Effective date. This amendment shall
become effective at 11:59 p.m., Algust 31,
"1975.
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(Seas. 1, 12, 15, and 17(2), 24 Stat. 379, 383, ability, the rates applicable to trafflc
384, as amended;, 49 U.S.C. 1. 12, 15, and moved by the KCS over these tracks of
17(2). Interprets or applies Secs. 1 (10-17), the SP'shall be the rates which were ap-
15(4), and 17(2). 40 Stat. 101. as amended,
54 Stat. 911; 49 U.S.C. 1(10-17), 16(4), and plicable on the shipments at the time of
17(2).) shipment as originally routed.

(d) Effective date. This order shall be-
It is further ordered, That a copy of come effective at 12:01 a.m., August 27.

this amendment shall be served upon the •1975.
Association of American Railroads, Car, (e) Expiration date. The provisions of
Service Division, as agent of all railroads this order shall expire at 11:59 p.m.,
subscribing to the car service and car hire November 30, 1975, unless otherwise
agreement under the terms of that agree- modified, changed or suspended by or-
ment, and upon the American Short Line der of this Commission.
Railroad Association; and that notice of
this amendment be given to the general (Sees. 1, 12, 15. and 17(2),24 Stat. 379. 383.384, as amended, 49 U... 1, 12, 16, and
public by depositing a copy in the Office 17(2). Interprets or applies Sees. 1(10-17),
of the Secretary of the Commission at 16(4). and 17(2). 40 Stat. 101, as amended.
Washington, D.C., and by filing It with 54 Stat. 911; 49 U.S.O. 1(10-17), 16(4). and
the Director, Office of the Federal Regis- 17(2).)

14 4. Jd
By the Commission, Railroad Service this orde

Board. soclation
Service E

IsrAel Roa L OSWALD, subscribi
Secretri. hire agre

[FR Doc.75-23342 Fnied 9-2-75;8:45 am] agreemer
Line Ra
rice of ti

[5.0. No. 121B1 general
PART 1033--CAR SERVICE the Offic

The Kansas City Southern Railway Co. mission
filing It-

At a Session of the Interstate Corn- Federal
merce Commission, Railroad Service
Board, held in Washington, D.C., on the By the
27th day of August, 1975. Board.

It appearing, That The Kansas City -[s]AL]
Southern Railway Company (KCS) is un-
-able to operate over a portion of its lines [5F DC
in Lake Charles, Louisiana, because of Its
inability to operate over Its bridge across
the Calcasieu River; that operation of
KCS trains over parallel tracks of the CHAPTER
Southern Pacific Transportation Corn- ICE, DE
paby (SP) will enable the KCS to con-
tinue service to all shippers located along

-its lines in Lake Charles; that the SP has
consented to use of Its tracks by the KCS; The fc
.that operation by the KCS over the issued a
aforementioned tracks of the SP is nec- 1975.
essary in the interest of the public and
the commerce of the people; that notice § 32.12
and public procedure herein are imprac- gain
ticable and contrary to the public inter- area
est; and that good cause exists for mak-
Ing this order effective upon less than
thirty days' notice. Nation

It is ordered, That: Pablo R
§ 1033.1218 Service Order 1218. The Wetland'

Kansas City Southern Railway Corn in north'
pany authorized to operate over cer- (1) HI
tain tracks of Southern Pacific Trans- tIonal B
portation Company. - Pablo Re

(a) The Kansas City Southern Rail- (2) Nt
way Company (KCS) b% audit is hereby, as posteN
authoriled to operate over tracks of the accordar
Southern Pacific Transportation Corn- I
pany (SP) between SP mileposts 218.0 Produc
and 222.8 at Lake Charles, Calcasleu hunting.
Parish, Louisiana, a distance of approx- (3)S
Imately 4.8 miles. lie huntl
(b) Application,. The provisions of this

order shall apply to intrastate, inter- (a) £
state, and foreign traffic. sructe

(C) Rates applicable. Inasmuch as this the han
operation by the KCS over tracks of the does not
SP is deemed to be due to carrier's dis- the hunt

*,4'GVI IJ C4k # tb n,, CS tAJh*S VS

r shall be served upon the As-
of American Railroads, Car

Ilvislon, as agent of the railroads
ag to the car service and car
ement under the terms of that
it, and upon the AmerlcanShort
[road Association; and that no-
is order shall be given to the
public by depositing a copy In
e of the Secretary of the Con-
at Washington. D.C., and by
with the Director, Olflce of the
Register.

Commission. Railroad Service

ROBERT L. OSWALD,
Secretary.

c.76-23343 Filed 9-2-75,8:45 am]

Title 50--Wildlife
I-FISH AND WILDLIFE SERV.

PARTMENT OF THE INTERIOR
PART 32-HUNTING

BIn Wildlife Refuges, Montana
Mowing special regulations are
nd are effective September 3,

Special regulations; mrigratory
o birds, upland game birds, big
o; for individual wildlife refuge
S.

.MONTANA

al Bison Range, Ninepipe and
efuges, Northwestern Montana,
s, and Swan River Refuge, al
western Montaha.
unting is prohibited on the Na-
Ison Range and Nnepipe and
fuges.
orthwestern Montana Wetlands
d are open to public hunting In
ice with State and Federal hunt-
ulations. Elathead Waterfowl
on Area Is closed to big game

tan River Refuge Is open to pub-
as posted. *

SPECUAL CONDIIONS
lunting blinds must be con-
of native material available at
ting site. Construction of blind
establish priority to the blind or
lag area.

40519

(b) Use of dogs Is permitted during the
waterfowl and pheasant hunting seasons
only.

(c) Vehicle travel Is permitted only on
designated roads and parking areas.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,
Code of Federal Regulations, Part 32.

MARVI . K SCMMa,
Refuge Manager.

ArausT 26, 1975.
(F Doc.'5-23301 Piled 9-2-75.8:45 am]

PART 32---HUNTINQ
Sherburne National Wildlife Refuge,

Minnesota
The following special regulation is

Issued and is effective September 3, 197,5.
§ 32.22 Special regulations; upland

game, for Individual wildlife refuge
areas.

5fl11lUMITE NATIONAL vZnhDLI' PEFUGfl
The public hunting of ruffed grouse,

gray and fox squirrels, rabbits and hares,
and pheasants on the Sherburne Na-
tional Wildlife Refuge is permitted only
on the area designated by signs as open
to hunting. This open area, comprising-
approximately 18,360 acres, is delineated
on a map available at refuge headquar-
ters. Route 2, Zimmerman. Minnesota
55398, and from the Regional Director,
U.S. Fish and Wildlife Service, Federal
Building, Fort Snelling, Twin Cities,
Minnesota 55111.

Hunting shall be in accordance -with
all applicable State regulations covering
the hunting of upland game subjeczt to
the following special conditions:

(1) All motorized conveyances are pro-
hibited from traveling off of established
roads and parking areas open to such
travel.

(2) ParkIng of vehicles is restricted to
designated parking areas.

(3) Practice and target shooting, over-
night camping and open fires are pro-
hibited.

(4) -Construction of any permanent
artificial scaffold, platform, blind or other
construction is prohibited.

(5) Boats, without motors, may be used
on the St. Francis River only from desig-
nated river access sites.

(6) Snowmobile operations are pro-
hibited on the refuge except within the
rights-of-way of County Roads 4,5, 9, 11,
and 48.

The provisions of these special regu-
lations supplement the regulations which
govern hunting on wildlife refuge areas
generally, which are set forth in Title 59,
Code of Federal Regulations, Part 32 and
are effective through February 28, 1976.

JOHNr . WnaBxcmr,
Refuge Manager, Si7erburne

Nattoin Wildfife Refuge.
AvausT 22, 1975.
[PR Do.75-23212 Filed 9-2-75;8:46 am]
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PART 32-HUNTING -
Sherburne National Wildlife Refuge,

Minnesota
-The following special regulation is is-

sued and is effective September 3, 1975.
§ 32.32 Special regulations; big_ game;

for individual wildlife refuge areas.
MINNESOTA

SHERBURNE NATIONAL WILDLIFE REFUGE
Public hunting of deer- on the Sher-

burne National Wildlife Refuge is per-
mitted only on the areas designated by
signs as open to hunting. The open area,
comprising 18,360 acres, is delineated on
a map available at the refuge headquar-
ters, Route 2, Zimmerman, Minnesota
55398, and from the Regional Director,
U.S. Fish and Wildlife Service, Federal
Building, 'Fort Snelling, Twin Cities,
Minnesota 55111.

Hunting shall be in accordance with
all applicable State regulations covering
the hunting of deer subject to the fol-
lowing special conditions:

(1) All motorized conveyances are
prohibited from traveling off of estab-
lished roads and parking areas open to
such travel.

(2) Parking of vehicles is restricted to
designated parking areas.

(3) Practice and target shooting,
overnight, camping and open fires are
prohibited.

(4) Construction of any permanent
artificial soaffold, platform, blind or
other construction is prohibited.

(5) Boats, without motors, may be
used on the St. Francis River only from
designated river access sites.

(6) Snowmobile operation is Prohib-
Ited on the refuge except within the
rights-of-way of County Roads 4, 5, 9,
11 and 48.

The provisions of these special regula-
tions supplement the regulations which
govern hunting on wildlife refuge areas
generally, which are set forth in TItle 50,

Code of Federal Regulations, Part 32 and
are effective through December 14, 1975.

Au usr 22, 1975.
JOHiN E. WILBREcuT,

Refuge Manager, Sherburne
National Wildlife Refuge.

[FR DOC.75-23213 Filed 9-2-75;8:45 am]

PART 32-HUNTING
J. Clark Silyer National Wildlife Refuge
The followh)Lg special regulation is is-

sued and is effective September 3, 1975.
§ 32.32 Special regulations; big game;

for individual wildlife refuge areas.
NORTH DAKOTA

J. CLARK SALYER NATIONAL WILDLIFE
REFUGE

Public hunting ot deer on portions of
the J. Clark Salyer National Wildlife
Refgge, North Dakota, is permitted from
12:00 noon to-sunset November 14, 1975,
and from suxirse to sunset November 15,
1975 throughbNovember 23, 1975, only on
the area, south of State Highway- #14
designated by sighs as open to hunting.
This open area is delineated on a map
available at the refuge headquarters, Up-
ham, North Dakota 58789, and from the
Area Office, U.S. Fish and Wildlife Serv-
ice, P.O. Box 1897, Bismarck, North Da-
kota 58501. Hunting shall be In accord-
ance with all applicable State regulations
covering the hunting of deer subjectto
the following conditions.

(1) A specialaccess permit is required,
with a limited numbei of permits being
issued from refuge headquarters.

(2) All hunters must exhibit their spe-
cial access permit, hunting license, deer
tag, game and vehicular contents to Fed-
eral and State officers upon request.

The provisions of this special regula-
tion supplement the regulations which
govern hunting on wildlife refuge areas
generally which are set forth in Title 50,

Code of Federal Regulations, Part 32, and
are effective through November 23, 1975.

DAROLD T. WALts,
Acting Refuge Manager,

J. Clark Salyer I.W. Reluge.
AUGUST 25, 1975.
[FR Doc.7--232il Fled 9-2-75;8:,46 amI

PART 32-HUNTING
Tewaukon National Wildlife Refuge

The following special regulation Is
issued and is effective on September 3,
1975.
§ 32.32 Special regulations; upland

game; for individual wildlife refuge
areas.

NORTH DAKOTA
TEWAUXON NATIONAL WILDLIFE REFUGE

Hunting of pheasants on the Tewau-
kon National Wildlife Refuge, North
Dakota, Is suspended for the 1975 season
due to a low population on the refuge,

HEIPER1 G. TnOsTErn,
Refuge Manager,

Tewaukon National Wildlife Refuge.
AUGUST 25, 1975.
[FR Doc.75-23215 Filed 9-2-758:45 aml

Title 21-Food and Drugs

CHAPTER I-FOOD AND DRUG ADMINIS.
TRATION,' DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

[7S-o0011
Administrative Practices and Procedures-

Revocation of Regulations
The Commissioner of Food and Drugs

is revoking the revised regulations per-
taining to administrative practices and
procedures, published In the FEDERAL
REGISTER Of May 27, 1975 (40 FR 22950)
and Is Issuing proposed regulations per-
taining to administrative practices and
procedures elsewhere in this Issue of the
FEDERAL REGISTER.

Dated: September 2, 1975.
SAM D. M1n3,

Associate Commissioner
of Conplianec.

[FR Doc.75-23540 Pied 0-2-75;3:00 pm)
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proposedrules
This section of the FEDERAL REGISTER contains notices to the public of the proposed Issuance of rules and regulations. The purpose of

these notices is to give Interested persons an opportunity to participate In the rule making prior to the adoption of the final rules.

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

[50 CFR Part 17]
ENDANGERED AND THREATENED

WILDLIFE
Proposal To Reclassify the American -

Alligator-.Correction
In FEDERAL REGISTER Document 75-

17348, appearing at page 28711 of the
issue for Tuesday, July 8, 1975. the fol-
lowing changes are made:

1. On page 28713, the ninth line of the
second column, the words "of an en-
dangered- animal" should be deleted.

2. On page 28715, in § 17.7, the tenth
line of paragraph (c) (1) is changed to
read "tics of the wildlife are minute, or
can be".

3. On page 28717, in § 17.13, the table
should be designated paragraph (h);
also, the second entry tnder the "Special
rules" column is changed to read § 17.35
(a), and the third entry under the same
column is changed to read § 17.54(a).

4. On page 28720, in § 17.54, the ninth
line of paragraph (e), the words "or for-
eign ' should be deleted.

Dated: August 27, 1975.
LYN A. GREENWALT,

Director,
Fish and Wildlife Service.

[FR Doc.75-23283 Filed 9-2-75;8:45 ami

[50 CFR Part 17]
THREATENED OR ENDANGERED FAUNA

OR FLORA

Proposed Regtilation Determining Critical
Habitat for the Mississippi Sandhill Crane

Pursuant to authority in section 4(f),
(16 UVS.C. 1533(f)), of the Endangered
Species Act of 1973, (16 U.S.C. 1531-
1543), the Director, United States Fish
and Wildlife Service, proposes to amend
50 CFR Part 17 by adding a new Subpart
F for Critical Habitats and a new § 17.80
thereunder which would designate crit-
ical habitat for the Mississippi sandhlli
crane (Grus canade s pula), an en-
dangered species. The Mississippi sand-
hill crane was listed as an endangered
species on June 4, 1973 (38 FR 14678).

The area being proposed for designa-
tion as critical habitat comprises approx-
Imately 100,000 acres, most of which is
habitat currently utilized by the cranes
for one purpose or another or is suitable
for use should measures being taken to
protect the crane result in an increase
In its numbers. The proposed critical
habitat is a five-sided area of land, wa-

ter and airspace In Jackson County, Mis-
sissippi, bordered generally on the east
by the West Pascagoula River. on the
west by the Jackson-Harrison County
line, on the south by U.S. Route 90 and
on the north by a line running north of
Vancleave, MissisippL

This proposed rulemaking for deter-
mination of critical habitat Is made
necessary by section 7, 16 U.S.C. J 1536,
of the Endangered Species Act. When a
Federal agency or ilepartment author-
izes, funds, or carriers out action which
could result in the modification or de-
struction of habitat which is frequented
by an endangered or thueatened species,
the Secertary of the Interior must deter-
mine If that habitat is critical for that
species. If such habitat Is determined to
be critical, the Federal agency or depart-
ment whose project would otherwise
affect the habitat must take whatever ac-
tion may be necessary to insure that Its
program will not result in the destruc-
tion or modification of that habitat. Such
destruction or modification would be a
violation of section 7 of the Act, subject
to being enjoined through litigation
brought in the District courts.

In implementing its responsibilities
under section 7 of the Endangered Spe-
cies Act, the United States Fish and
Wildlife Service, in conjunction with the
National Marine Fisheries Service, pub-
lished a notice In the FEDERAL RzcxsrTz on
April 22, 1975 (40 FR 17764-17765), pre-
senting information and discussing con-
cepts relevant to the determination of
critical habitats. On May 16, 1975, the
Fish and Wildlife Service published a no-
tice in the FEDERAL REGISTER announcing
its intent to determine critical habitat for
108 currently listed endangered species,
(40 FR 21499-21501). The notice stated
that the Service was particularly Inter-
ested in receiving data quickly on the
Mississippi sandhill crane and nine other
species, stating that the Service would
determine critical habitat for-these key
species as rapidly as possible.

Following those announcements It be-
came evident that an emergency situa-
tion existed with respect to the Missis-
sippi sandhill crane. Therefore, on June
30, 1975. the DIrectoer's emergency deter-
mination of critical habitat for the Mis-
sissippi sandhil crane, under authority
of section 4(f) of the Endangered Species
Act, (16 U.S.C. 1533(f)), was published
in the FEDERAL RESRa (40 FR 27501-
27502). That determination was made
due to the Imminent threat of habitat
destruction from construction authorized
and funded by the Federal Highway Ad-
ministration of a new segment of Inter-
state Highway 10 and related develop-

ment, as more fully set out therein. This
notice of proposed rulemaking Is being
initiated at this time because under the
Endangered Species Act the emergency
determination can remain In effect for
only 120 days following Its publication In
the FDERAL REGISTER.

The rule proposed In this notice will be
followed by a more complete rulemaking
on the entire subject of critical habitat.
That rulemaking will codify, among other
things, the criteria for determining criti-
cal habitat, and general rules for Fed-
eral agencies. At the time that this fu-
ture rulemaking is adopted, the specific
determination proposed here for theMis-
slssippi sandhill crane will become prt of
that rulemaking.

BASIS FR flZTERINIr'fO2N

The area being proposed for designa-
tion as criticathabltat Is the last remain-
ing area' containing the only known
population of the Mississippi sandhill
crane. This bird is non-migratory and
confines its movements largely within the
boundaries proposed for designation as
critical, though there may be some wan-
dering outside of the area. The popula-
tion probably survived here because the
land occupied was long considered un-
manageable for agriculture, timber, or
residential purposes, and consequently
received little development or disturb-
ance. The area in recent years has been
increasingly subjected to various land
uses including silviculture, residential
development and highways, thus result-
ing in further Jeopardy to the sandhill
crane and its habitat.

Nesting occurs in seven known places
which together comprise approximately
ten percent of the total area delineated.
The nesting grounds are mostly in the
vicinity of the right-of-way of Inter-
state Highway 10, portions of which are
nearing completion and other segments
on which construction may begin in the
near future. They consist mostly of
swamps, wet savanna, and open pine. It
is the wet, open character of the land.
plus the relative lack of disturbance, that
makes the area suitable for the crane. In
addition to the nesting grounds, there is
a large winter roosting site in Pascagoula
Marsh In the eastern part of the delin-
eated area. Also. during the winter, the
cranes utilize farmland In the northern
part of the area for feeding. At other
times of the year, the birds may feed
and roost in the vicinity of the breeding
grounds. There is, of course, regular
movement between the various nesting,
roosting. and feeding sites. All the suita-
ble habitat within the area proposed for
designation is currently used by or has
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potential for future use by the Ali
sippi sandhlll crane.

PUBLIC COATATENTS SOLICITED

The Director intends that the fin
adopted determination be as respon
as possible to the conservation of
critical habitat of the Mississippi sa
hill crane and also that such determi
tion adequately provides for the le
mate interests, consistent with the
poses of the Endangered Species Act
persons who are engaged in or cent
plating actions in the area of crit
habitat for this species. The Dire
therefore, desires to obtain the comm
and suggestions of the public, other
cerned Federal and State agencies,
private interests on this proposed de
mination.

Interested persons may participat
this rulemaking by submitting wri
comments, preferably in triplicate, to
Director, (FWS/LE), United States
and Wildlife Service, Post Office
19183, Washington, D.C. 20036. All.c
ments received no later than Octobe
1975, will be considered. The Service
attempt to acknowledge receipt of c
ments, but substantive responses to
dividual comments may not be provi
Comments received will be available
public inspection during normal bust
hours at the Service's Office in Suite
1612 K Street, N.W., Washington, D.(

In consideration of the foregoing,
Director, United States Fish and TV
life Service, proposes to amend 50
Part 17 by adding a new Subpart F
shown below.

Dated: August 27, 1975.
LYNN A. GREENwALT,

Director,
Fish and Wildlife Servic

1. Amend the table of contents in
17 by adding a new Subpart F as foll

Subpart F-Critical Habitat

5 17.80 Msissppl sandhbll crane.
2. Amend Part 17 by adding new S

part F reading as follows:

Subpart F-Critical Habitat
§ 17.80 Misstssippi Sandhill Crane.

(a) The following area is cri
habitat for the Mississippi san dhill cx
(Grus canadensls pulla) : a flve-st

isis-

nally
tsive
the
and-
na-
giti-
pur-
t, of
em-
tical
ctor,
ents
con-
and
ter-

e in
tten
* the
Fish

area of land, water, and airspace in Jack-
son County, Mississippi, between the
West Pascagoula River and the Jackson-
Harrison County line, and bounded by
the following coordinates-30°33' N. 88'-
37' W., 30025' N. 88'37' W., 30-22' N. 88'-
44' W., 30*29 , N. 88°51' W., 30°33' , N. 88*-
51' W.

(b) Pursuant to section 7 of 1he Act,
all Federal agencies must take such ac-
tion as is necessary to insure that actions
authorized, funded, or carried out by
them do not result in the destruction or
modification of this critical habitat area.

[FR Doc.75--23284 "iled 9-2-75;8:45 am]

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

[-7 CFR Part 51 ]
UNITED STATES STANDARDS FOR GRADES

OF FLORIDA ORANGES, TANGELOS,
GRAPEFRUIT, AND TANGERINES'

they will be available for public Inspec-
tion during offIcial hours of business
(paragraph (b) of § 1.27, as amended at
29 FR 7311).

Statement of considerations leading to
the proposed amendment of these grade
standards. The -Florida Fresh Citrus
Shippers Association and the Florida Cit-
rus Commission, Department of Citrus
of the State of Florida have requested
that the U.S. Grade Standards for Flor-
ida Oranges and Tangelos, Grapefruit
and Tangerines be amended to provide
for a tolerance for fruit affected by
worms. The existing standards for these
commodities provide no such tolerance.

It has been recognized that a zero
tolerance for fruit affected by certain
defects is too rigid and unrealistic. Pro-
ducers find that citrus fruit totally free
of natural defects such as worms is im-
practical to achieve under normal grow-
ing and harvesting conditions. Under In-
spection procedures, lots of citrus fruit

Box Notice of Proposed Rulemaking ofered for Inspection and certsmcatuon
om- are sampled for examination. Adequate
er 6," Notice is hereby given that the United and representative samples of the entire
will States Department of Agriculture is con- lot are essential for accurate certifica-
om- sidering: the amendment of United tion. However, It is recognized that no
in. States Standards for Grades of Florida sampling plan short of 100 percent ex-

ded. Oranges and Tangelos (7 CFR, 51.1140- amination could assure that all fruits In
for 51.1180) pursuant to the Agricultural the lot are free of certain damage. There-

aess Marketing Act of 1946 (60 Stat. 1087, as fore, this proposal would provide a one-
600, amended; 7 U.S.C. 1621-1627); the half of one percent tolerance for fruit
C. amendment of United States Standards affected by worms. The tolerance would
the for Grades of Florida Grapefruit (7 CFR, be expressed in numbers of fruits per-

7ld.- 51.750-51.784) pursuant to the Agricul- mitted in existing tolerance tables, based
,.R turaI Marketing Act of 1946 (60 Stat. on statistical sampling.
', as 1087, as amended; 7 U.S.C. 1621-1627) ; As proposed to be amended § 51.1152
- and the amendment of United States Toerances, and Tables I and II, in the

Standards for Grades of Florida Tanger- U.S. Standards for Grades of Florida
ines (7 CFR, 51.1810-51.1835) pursuant Oranges and Tangelos shall remain the
to the Agricultural Marketing Act of 1946 same except for the addition of accept-
(60 Stat. 1087, as amended; (7 US.C. ance numbers for wormy fruit. The fore-

e. f621-1627)). going amendment without setting forth
All persons who desire to submit writ- In entirety Tables I and II shall read as

Prt ten data, views or arguments for consid- follows:
sws: eration in connection with these propos- ToLERANcEs

Als should file the same'in duplicate, not § 51.1152 Tolerances.
later than September.30, 1975, with the
Hearing Clerk, U.S. Department of Agri- In order to allow for variations inel-

ub- culture, Room 112, Administration,, dent to proper grading and handling in
Building, Washington, D.C. 20250, where - each of the foregoing grades, based on

sample inspection, the number of defcc-
Paeking of the product in conformity with tive or offsize specimens in the individual

the requirements of these standards shall sample, and the number of defective or
not excuse failure to comply with the pro- offslze specimens In the lot, shall be

ti8al visfons of the Federal Food, Drug, and Cos-
pane metlo Act or with applicable State laws and within the limitations specified in Tables
ided regulations. I and II.

TADLE I(A).-Shipping point I for 1 through 20 samples

1Factor Grades AL Number of ,0-count sampIr 3
1 2 3 4 5 6 7- 8 9 10 11 12 13 14 15 16 17 18 13 20

Accptance numbers I (maximum permitted)

Wormyfrult ------------------ All ....- - ----------- 1 0 1 1 1 2 52 2 3 a 3 83 3 4 4 '4 4 5 6 5 5
Veryseriousdamageincluding U.S.FancyUS 6 4 6 9 n 14 16 18 20 22 24 20 28 30 33 37 39 41 4 4

decay and wormyfruit. No. 1, U. No. 2.
Totaldetetslncludng decay, All ---------------- 8 7 12 17 22 27 32 36 41 45 0 4 9 3 Oa 72 70 81 8 90 H

wormy fruit, and very serl-
ous damage.
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TALu I (s).-Shipping point for 21 through 40 samples

Number of ccunt rump'
Factor Grades "AL'

FcoGrds -AX21 22 23 21 23 Z3 27 23 2D Z3 31 32 33 U4 33 30 37 38 39 40

Aczrptno numb= 4 (maxmum rumitted)

Wormyfruit ----------- AIL ---------------- 1 A5 0 0 '0 0 7 7 7 7 87 7 8 8 8 1t S 9 9
Veryserlousdamagelncluding U.S.Fancy US. 0 47 49 r1 63 .54 W 0 C- C3 C4 01 C3 10 72 74 7G 73 E0 81 83

decay and wormy fruIt. No. 1, U.. No.2.
Total defectsIncludngdecay, AIL ---------------- 8 V8 103 107 111 110 1-0 121 129 133 137 141 146 9- 154 159 103 167 171 170 IS0

wormy fruit, and very seri
ous damage.

TABLE IL-Bn roulc or at dc, tbation

Number et WJcunt raniF's
Factor Grades ALI

1 2 3 4 5 0 7 S 9 10 11 12 13 14 15 10 17 IS 19 "20

Aopta= nrbruma3s (maximum lramittcd)

Wormyfruit -------------- All ---------------- 1 0 1 31 1 2 '2 1 3 3 3 J3 3 4 4 24 4 5 5 5 5
Very serious damage other UA.FacyU.S. 0 14 0 11 14 1 S : 2 1 3 -'G2 333 35 7 39 41 43 43

than decay and wormy 'No. 1, U.S. No. 2.
fruit.

Total defects lncudlng very Al-]..--------------- 7 12 17 2 27 2 , 41 45 L 4 9 3 CS r 76 81 SO COC4
serious -damage -other than
decay and wonny fruit.

2. A proposed to be amended § 51.761 Tolerances, and of acceptance numbers for rormy fruit. Theforegoing amend-
Tables I and Ir, in the-U.S. Standards -for Grades of 7orlda ment without setting forth In entirety Tables I and II shall

Grapefruit shall reman the same except for the addition read as follows:
ToLErnArcrs

§ 51.761 Tolerances.

In order -to-allow for variations incident to proper grading mens In the individual sample, and the number of defective
and handling in each of the foregoing grades, based on or offsLze specimens In the lot, shall be vithin the limitations
sample inspection, the number of defective or offslze specd- specified In Table3 I and It.

TALE I(.-).-S3hippig point fior 1 Ihro. gI 20 camplc-s

Nher ef 93 .caura mp'-ii
Factor Gradcs AL2

12 3 4 5 0 7 8 9 10 11 12 13 14 15 16 17 IS 1950

A=Ptnnx numIxra I rna-umum rerattcd)

Wormy t. . .... AL....1 0 0 0 1 61 1 2 2 2 62 2 2 3 3 3 $3 3 4 4 4
Very serious da age lnclud- U.S. Fancy, U.S. 4 3 5 7 8 10 11 13 14 10 17 IS W 21 3 24 25 27 23 20 31

Ing decay and wormy fr t. No. 1, U.S. No.
2.

Total defects Including decay, AIL-- .......... 1...... 5 3 9 1 2 1 19 1:2 !.5 31 31 7 49 44 4G 49 52 S5- KS 55 c
woray fru t, and very eri-
ous damage.

T.AnrS I(n).-hipplng point' for 21 through 40 samples

Numbcrot33-ccut rnmpL '
Factor Grades AL2 ubra3-outmy-

21 22 23 .3 Z3 : 27 23 29 Z9 31 32 33 &1 35 Z1 37 3 39 40

A Ptanzo number I (malmum Permitted)

WormyfrulL - ....-----------AL ..--------------- 1 4 4 34 4 4 5 5 5 5 5 5 5 5 a a 6 a 6 3 a
Very srious damageIncluding V.S.Fancy U.S. 4 432 34 5 U 3 C) 40 42 43 41 45 47 43 9 51 t-9 5 4 U .57

decay and wormy fralt. No. 1, U.S. No. .
Totaldefectslncludlngdecay, A1..... . 5 07 70 73 70 79 62 S4 87 C23 ;3 o (9 122 103 107 110 113 110 119 122

wormy fruit, and -very seri-
ous damage.

TABLE I.-En route or at d&5tilation

Factor Grades ALNumber of 33.ccnnt ramp 2

1 2 23 4 0 7 8 9 10 11 12 13 14 15 10 17 15 19 20

A&owptlniumbers 2 Cffanmmeraltted)

WormyrL .....---------- AI-... ---AL ------ 1 0 0 0 1 $1 1 2 2 2 42 2 2 3 3 3 '3 -3 4 4 4
Very serious da age other U. Fancy, U.S. 4 3 5 7 8 10 Ir 13 It 10 17 18 10 21 23 242 15 27 2 30 31

than decay and wormy fruit. No. 1 U.S. No. 2.
Total defects including very & 5 0 12 0 19 22 2 25 1 N, 1 37 40 44 48 42 = W 88 & U

serious damage -other than
- decay, and wormy frait.
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3. As proposed to be amended §51.1818 Tolerances, and of acceptance numbers for wormy fruit. The foregoing amend-
Tables I and II, in the U.S. Standards for Grades of Florida ment without setting forth in entirety Tables I and 1I shall

Tangerines shall remain the same except for the addition read as follows:
TOLERANCES

§ 51.1818 Tolerances.
In order to allow for variations incident to proper grading

and handling in each Of the foreguing grades, based on
sample inspection, the number of defective or offsize speci-

mens in the individual sample, and the number of defective
og offsize specimens in the lot, shall be within the limitations
specified in Tables I and II.

TABLE I(A).-Shipping point I for I through 20 samples

Factor Grades AL2 Number of 40count sample s

1 2 3 4 5 6 7 8 0 10 11 12 13 14 15 16 17 16 19 20

Acceptance numbers ' (maximum permitted)

Wormy fruit -------......... All ----------------- 1 0 1 51 1 2 '2. 2 3 3 3 53 3 4 4 64 4 5 5 5 5
Vcrysecrious damageIncludlng U.B.Fancy U.S. 6 4 6 9 11 14 16 18 20 22 24 20 28 30 33 35 87 39 41 43 43

decay and wormy fruit. No. 1, U.. No. 2.
Total dee nludin decay, All---------------- 7 12 17 22 27 32 , 36 41 45 60 5 64 59 63 6 72 70 81 5 00 01

wormy fruit, and very
lrtious damage.

TABLE I(B).-Shipping point I for 21 through 40 samples

F aoGNumber of 50-count samples3'
Factor Grades AL'

21 22 23 24 25 26 27 23 29 30 31 32 33 34 35 8 37 C8 8 40

Acceptance numbers 4 (maximum permitted)

Wormy frult -------------- AIL --------------- 1 5 6 6 6 6 '6 6 7 7 7 7 '7 7 8 8 8 '8 8 9 0
Veryserlousdamageincludlng U.S. Fancy U.S. 6 47 49 51 0i3 54 50 68 6 60 62 04 66 63 70 72 74 70 78 90 81 83

decay and wormy fruit No. 1, UA. No 2.
Total defects Including decay, AIL ---------- ----- 8 98 103 107 111 116 120 124 129 133 137 141 146 150 1r 159 103 157 171 170 180

wormy fruit, and very
serious damage.

TABIx L-Bn route or at destinatiorn

Number of 50-count samplesI
a 2 3 4 6 6 7 8 9 10 11 12 13 14 15 10 17 18 19 20

Acceptance numbers (maximum perriltted)

Wormy fruit -------------- AM -- -....--------- 1 0 1 '1 1 2 12 2 3 _ 3 '3 3 4 4 14 4 5 5 6
Ve seriou a n g other U.S. Fancy, U.S. -6 4 6 0 11 14 16 18 20 22 24 26 23 30 3335 7 9 41 43 4thian decay and wormy frult. ARo° 1, U.X.No. 2.

Total defects including very AL .-.----------- z 7 12 17 22 27 32 36 41 45 60 54 59 03 72 70 St 5 00 91
serious damage other than
decay and wormy fruit.

(Secs. 203, 205, 60 Stat. 1087, as amended, 1090 as amended; 7 U.S.C. 1622, 1624)

Dated: August 26, 1975.

WnLm H. WALxER I,
Acting Administrator.

[FR Doo.75-23048 Filed 9-2-75; 8:45 am]

7 CFR Part 201]
FEDERAL SEED ACT REGULATIONS
Proposed Miscellaneous Amendments

The Agricultural Marketing Service is
considering amendments of the regula-
tions under the Federal Seed Act that
would add the names of several agricul-
tural and vegetable seeds to the list of
kinds subject to the Act along with regu-
lations for testing them. Also, the pro-
posed amendments would -change the
botanical names for kinds of plants,
regulations for testing seed, and stand-
ards for certified seed.

Under section 402 of the Federal Seed
Act, as amended (7 U.S.C. 1592) and the
administrative procedure provisions of 5
U:S.C. 553, notice is hereby given of in-
tention to amend the Part 201 regula-
tions (7 CFR Part 201) under the Act,

to accomplish the above and to make
minor editorial changes. A public hear-
ing with respect to the proposed amend-
ments will be held on October 7, 1975 at
9 a.m., in Room 2096, South Building,
U.S. Department of Agriculture, 14th and
Independence Avenue, SW., Washington,
D.C. Interested persons or groups who
wish to appear at the hearing to present
oral or written data, views, or arguments
relative to the proposed amendments,
may do so either in person or through a
represehtative. Interested persons or
groups who may not wish to appear at
the hearing but desire to submit written
data, views, or arguments with respect to
the proposed amendments, may do so by
filing them, in duplicate, with the Hear-
ing Clerk, U.S, Department of Agricul-
ture, Room 112, Administration Build-
ing, Washington, D.C. 20250, not later
than October 6, 1975. Data, views, or
arguments which have been submitted in

writing to the Hearing Clerk do not need
to be presented orally at the public
hearing.

All written comments filed with the
Hearing Clerk, and a transcript or sum-
mary of the public hearing, will be avail-
able for public inspection at the Office of
the Hearing Clerk during official hours
of business.

Upon request and prior to the hearing,
briefings on the proposal will be held
with interested members of the seed In-
dustry and other interested persons to
further explain the proposed changes
and the reasons for proposing them. Re-
quests for briefings should be directed to
the Seed Branch, Grain Division, Agri-
cultural Marketing Service, U.S. Depart-
ment of Agriculture, 6525 Belcrest Rbad,
Hyattsville, Maryland 20782.

The final decision in this matter will
be based on the written comments filed
with the Hearing Clerk, the transcript or
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a summary of the public hearihg, and
other information available in the JDe-
partnent. If the proposals are adopted,
it is planned that they will be made ef-
fective not later than- January 1, 1976.

The substantive changes are summa-
rized as follows: .-

The Part 201 rigulations under the Act
were amended in 1970 (35 FR 6107) with
respect to the kinds of seeds subject to
the Act. Since that date, several new
kinds of agricultural seed and one new
kind of vegetable seed have been intro-
duced in interstate commerce or are be-
ing imported for seeding purposes in the
United States. -It is proposed that the
names of these new kinds be added to the
lists of the kinds of seeds subject to the
Act.

- The Part 201 regulations under the Act
were amended in 1970 (35 FR 6107) with
respect to the botanical names of seeds
subject to the Act. Since that date, nu-
merous changes have been made Th the
list -,of stabilized names of plants as
adbpted by the International Associa-
tion of lantTaxonomy and the Interna-
tional Seed Testing Association. It Is pro-
'Posed that -the botanical names in the
-PartM01 regulations be updated to better
-conform with-the names as adopted by
the associations.

'The Part 201 rezulations'were amend-
ed in 1973 (38 FR 12729) with respect to
the methods and procedures for testing
seeds. Since that date, the Association
of Official Seed Analysts has adopted
changes in its rules for testing seeds. It
is proposed that the Part 201 regulations
with respect to the methods and proce-
dures for testing seed be updated to more
closely conform with the rules for test-
.ingseed as adoptedby the Association.

On November 1, 1973, the regulations
'7 -CPR Part 201) 'under the 7ederal
Seed Act (7 U.S.C. 1551.et seq.) were
amended (38 FR25661) to establih seed
certifying agency standards and proce-
dures. Since November 1973, AOSCA has
adopted certain technical changes in its
land, isolation, field, and seed standards;
and in its provisions for pollen control
for hybrids. It is proposed that the Fart
201 regulations for certified seed be

o amended to include the changes adopted
by-AOSCA.-

In-consideration of the foregoing, It is
proposed to -amend 7 CM Part 201, as
follows:

201.2 [Amended]

1. Section 201.2 (h) and D would be
amended as follows:

a. Add in proper aphabetical order In
the list of "Agricultural Seeds," § 201.2
(h), the following:
Agmftrlein- Agiutniticum Ciferri and

Giscom.
Brome, meadow-Bromus blebersteinilloem.

-and-Schult.
Clover, arrowleaf-Tlfolium vesiculosum

SavL
hilkvetch-Astragalus clcer L.
Timothy, turf-Phleum nodosum (L.) Buds.
saltbush, Tourwing-Atriplex canescens

PROPOSED RULES

Wheat X Agrotrlcum-Trtlcum X Agrotri-
ticum. "

b. Add In proper alphabetical order in
the list of "Vegetable Seeds," 120120).
the following:
Gherkin, WeVstInda--Cu1unl angurlaLI.

c. Change the names under "Agricul-
tural Seeds", § 201.2(h), as follows:
Following "Barrelclover-.iedcago" delete

"tribuloldes l er." and insert "truncatula
Gabrtn."

Following " fesh, adzukl" delete "Phsneolun
angularis Willd." and In-ert "Vlgna ,angu-
SarLs (Willd.) Ohat and OhsbVL'

7ollowing "Bean,*mung" delete "Phaccolus
aureus Roxb." and insert "VIgna radlata
(L.) WilczCk.,

Following 'Bentgram. r ping-AgroAs" de-
lete "palustris Huds." and Insert 1,tolonl-
feravar.plustris (Huds.) Fam."

Following "'Bcrmudagra=o-Cyncdon dacty-
Ion (L.) Pers." add "var. dzatyloa."

Following "Blueste . -big-Andropogon" de-
lete "furcatun Muhl." lasers "gerardl

Following "Blueztem, little" delete "Andre-
pogon ccoparlus Mlch." and Incert "Schi-
aclhyrlum scoparlum (MIlc.h) 'h (An-

dropogon scoparlua Wlchz.)"
-Following "Bluestem. yellov" delete "Andro-

pogon lschaemum L." and insert "Botbrio-
-chloa ischaermum (L.) Hng."

Following "Broomcorn- Sorghu m ' * delete
'vulgare var. technIcum .(Kcern.) Jav:'
and insert "blcolor (L.) -oench."

Following "Buffel.gras" deleto "Pennisetum
ciliare (L.) Lilnk " and insert "Cnchrui
clliarlsL. (Pennaletum cnllara (L.) iank.)."

Following "Burclover, Californta-I edlcago"
delete "hispida Gaertn." and Insert "poly-
morpha L."

Following "Clovr, large bop-Trifolium" de-
lete "procumbensL." and insert "campeatreo
Schreb."

Following "Corn. pop-Zca mays" delete
"var. everta (Sturt.) Bailel" and incert

Following "Crotalaria, alenderleaf-Crota-
lara " delete "lntermedia :otshy" -und
Insert "brovidens Benth."

Following "Crotalal n, mtniped-Crotalarla"
delete "striata DO. (0. mucranata ----.")
and insert "pallda Alt."

Following "Fescue, halr-Fetiuca" delete
"capillata Lam." and insert "tenultolla
Slbth."

Following "Fescue, hard-Fcstuc." delete
"ovina var. durlcula (L.) Koch." and incert'
"longllolla ThulL"

Following "Fecue, meadow-Fetuc" delete
'elatlor L." and insert "pratenss Bruds."

Following "Fescue, red-Fcstuca rubra L.
add-subsp. rubra."

Following "Fescue, abeep-Festuca ovina L:'
add "var. ovina."

Following "HardlngPraz-Phalarla" delete
"tuberosa var. stenoptera (Hacc.) Bitohe."
and insert "stenoptera Hack."

Following "Kudzu-Puerarla" delete "'thun-
bergiana (Sleb. and Zucc.) Benth." and
Insert "lobata (CWld.) OhwL"

Following "Lespedem. Sibela-Lespedeza"
delete "hedysaroldes (Pallas) Mlcker" and
insert "Juncea (L. .) Poe"

Following "Mifllet, browntop" delete "Pa-
nIcum ramosum L." and Insert "Braobla~a
ramosa (L.) Stapf."

Following "Millet, peal-Pennisetum" de-
lete "glaucum (L) i. Br." and insert_
"amenlcanum (L.) K. Schun"

Following '"ustard, white" delete "Brassics
birta Woench" and Insert "Binapds
-aba'L."
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Following "ledtop-Agrosfts" delete "alba
W" and insert "gigantea Roth."

Followng "Re uegr---Brcuo;" delete
"cathartic= Vahl." and Insert "unololdes
Xunth.

Following "Sorghum" delete "Sorghum vul-
Care 7rs." and Insert "Sorghum bi-
color (L.) Mcench."

Following "Sorghum-sudangra" delete '"hy-
'brld Sorghum vulgare X S. sudanense"
and Insert; "Sorghum bicolor X S. su-
danense."

Following "Triticale" delete "Thtico-secale
SWlttmasc." and insert "X Triticosecala
(Secala X Triticum)"

Following "Velvetbean" delete "Stizolobluhm
dearinglanum Dor." and Insert; "ucunz
dearinglana (Bart.) .ert."

Following "Vetch, coimnon--Vlcla sativa L :"
add "subsp. =tivz."'

Followin- "Vetch, namowleaf-Vcin' delete
",nusolla (L) Hich" and insert "aa-
tima cubap. nigra (L.) MEhb.

Following "Vetch woollypcd-'icW" delete
"dasycarpa Ten." and Insert "vllosa subsp.
varia (Host) Corb.

Following "Whcatgmra, stendar-Agropy-
ron" delete "pauclflorum (Schweln.)
HItchc., (A. trachycaulun Steud.)" and
insert "trachycaluum (LIP':) Malte. ex
H. F. Lev-1.-'

d. Change the names uni'er "Vegetable
Seeds", § 201.(1), as follows:

Following "Azp=agubc---Vlgna" delete
"esqulpEdalis (L.) Frawlrtb." and insert
"unguiculata (L.) Walp. subsp. sesquipe-
dalls (L.) Verde:"

Following '"Man, 11ma-P-hazalus Inatus"
delete "var. mscroc-pu Van Ezeltine"
and insert "(L)"

Following "Baet-Beta nulgaris L." add "var.
vagarle."

Following "Cltron--Ctrullu" delete "vul-
garla Sohrad:' and Insert "isnatus
(Thunb.) Utaum. and Nakal. var. cit-
otdea (Bailey) Mansf."

Following "Cornmlad-Valerlanella locusts"
delete "var.olltorla Pal:" anmInsert "(L.)
Laterrade."

Following "Cre s., water" delete "Horippa
naaturtium-aquatcum (L.) Britt. and
HIandle." and insert "Nasturtium ofacinale
I. Br."

Following "E,.plant--Solanum melonenza"
delete "var. esJaulentum Nees." and insert

Following '"edk-Alllum" delete "porrum
1,." and Insert "arnpeloprasum L."

Following "Ozr" delete "HibIscus es ulen-
tu" W and insert "Abelmoschus esculen-
tu3 ML) TMoench."

Following "Pareley--Petroselinum" ,delete
"'hortense Hoffm." and insert "crispum

Following "Spinach, IeT Zealad-Teifr-
gonla" delete "expansa Thunb." and lsert
"tetragonloldes (Pall.) Ntze.'

Following -Waterzelon--Clitrllus- delete
"vuganl Scbrad." and insert "lan.tus
(Thunb3 'Matsum. and Baka."

§ 201.43 [Amended] I.

2. Section 201.43(c) is amended by
deleting "sorghum," from -the list of
kinds of seed.

3. Section 201A3(d) is amended by
adding to the list of seeds In proper
alphabetical order the nllma "sorghmn,".

§'201.46 (Amended]

4. Section 201.46 would be amended
as follows:
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a. Add the following at the end of sub-
paragraph (c) : "If the approximate per-
centage of the components of a mixture
are not known they may be estimated.
Thd weight of the noxious-weed seed
working sample shall be determined by
mutiplying the weight of the purity
working sample by 10 or by calculating
the weighted average in the same man-
ner described above for the -purity
working sample."

b. Delete subparagraph (dY.
5. Sectioft 201.46, Table 1, would be

amended as follows:
a. Add in proper alphabetical order

under "Agricultural Seed" in the respec-
tive columns the following:

Agrotricum-XAgrotrificut.......--65 500 39
Brome, meadow-8remusbkberstdaiL 13 130 19
Clover, arrowleaf-T(folium rak .

Sum ................................. 3 90
M elkvetch-Astraaut cer .......... 1 0 100 293

Timothy, turf-Phleum odsum.. 1 10 2565
Saltbush, fourwing-Atrplex cana-

cS .............................. 15 610 165
Wheat X Agrotricum-Tritfusm X

Agrotrilm .--.............. 65, 500 38

b. Add in proper alphabetical order
under "Vegetable Seed" in the respective
columns the. following:

Oherkin, West Indla-Cucumfs an.
gurla -................... . 16 160 153

c. Under "Agricultural Seed" following
"Barrelelover" in column 1 delete "tribu-
loides" and insert "truncatula." Also de-
lete "50" and "300" from columns 2 and
3 respectively and insert "10," "100" and
"250" in columns two, three, and four
respectively.

d. Under "Agricultural Seed" opposite
"Wheatgrass, Siberlan-Agropyron sibir-
bcum" delete "10" and Insert "5" in
column 2.

e. Under "Agricultural Seed" make the
following changes in column 1:
Following "Bean, adzuki" delete "Phaseolus

angularis" and insert "Vigna angularis."
Following "Bean. inung" delete "Phaseolus

aureus" and Insert "Vigna radiata."
Following "Bentgrass, creeping" delete

"Agrostis palustris" and insert "Agrostis
stolonifera var. palustris."

Following "Bluestem, little" delete "Andro-
pogon scoparlus" and insert "Schizachyr-
ium scoparium."

Following "Bluestem, yellow" delete "Andro-
pogon isohaemum" and Insert "Bothrlo-
chlona ischaemum.1

Following "Broomoorn" delete "Sorghum
vulgare var. technlcum' and insert
"Sorghum bicolor."

Following "Buffelgrass" delete 'Tennisetum
cillare" and insert "Cenohrus ciliaris."

Following "Burclover. Calffornla--Medicago"
delete "hisplda" and insert "polymorpha"
In both instances.

Following "Clover, large hop-Trifollum" de-
lete "procumbens (T. campestre)" and in-
sert "campostre."

Following "Corn, pop-Zea mays" delete "var.
everta."

Following "Crotalaria, strlped--Crotalarla"
delete "mucronata" and insert "pallida."

Following "Crotalarla, Slenderleaf-Crotalar-
a" delete "Intermedia" and insert "brev-

idens."
Following 'Fescue, hair-Festuca" delete

"oapllata" and insert "tenulfolia."
Following "Fescue, hard-Festuca" delete

"ovina var. durlsoula" and insert "longi-
fola."

PROPOSED RULES

Following '"escue, meadow-Festuca" delete
"elatior" and insert "pratensis."

Following "Fescue, red-Festuca rubra" In-
sert "subsp. rubrA."

Following "Fescue, sheep-Festuca ovina"
insert "var. ovlin."

Following "Hardinggrass-Phalarls" delete
"var. stenoptera" and insert "atenoptera."

Following "Kudzu-Pueraria" delete "thun-
bergiana" and Insert "lobata."

Following "Lespedeza, Siberlan-espedeza"
delete "hedysaroldes" and insert "Juncea."

Following "MIllet, browntop" delete 'Pant-
cune ramosum" and Insert "Brachiaria
ramosa:'

Following "Mllet, pearl-ennisetum" de-
lete "glaucuni" and insert "americanum."

Following "Mustard, white" delete "Brassica
hIrt" and insert "Sinapsis alba."

Following "Redtop-Agrostis" delete "alba"
and insert "glgantea."

Following "]Xescuegrass - Bromus" delete
"catharticus" and Insert "'unioloides."

Following "Sorghum" delete "Sorghum vul-
gare" and insert "Sorghum bicolor."

-Following "Sorghum-sudangrass" delete "hy-
brid, S. vulgare X S. sudanense" and insert
"S. blcolor X S. sudanense."

Following "TrIltIcale" insert "X Tritlcose-
cale."

Following "Velvetbean" delete "Stizolobium
deeringlanum" and insert "Muouna deer-
inglana."

Following "Vetoh, common-Viela sativa"
add "subsp. sativa."

Following "'Vetch narrowleaf" delete "Vicla
angustifolia" and insert "VMla sativa sub-
sp. nigra."

Following "Vetch. woollypod-Vcla" delete
"dasycarpa" and insert "brevidens."

f. Under "Vegetable Seed" make the
following changes in column 1:
Following "Asparagusbean-Vgna" delete

"sesqulpedalls" and insert "ungulculata
subsp. sesquipedalls."

Following "Beans, lima-Phaeolus lunatus"
delete "var. macrocarpus."

Following "Beet-Beta vulgaris" add "var.
vulgarls."

Following "Citron-Cltrullu" delete "vulga-
r" and insert "lanatus var. cltroldes."

Following "Cornsalad-Valerlanella locusta"
delete "var-oltorla."

Following "'Cress, water" delete "Rorippe,
nasturtium-aquatloum" and insert "Nas-
turtium officinale."

Following "Eggplant---Solanum molongena"
delete "var. esculentum."

Following '"eek-Allium" "delete porrum"
and insert "ampeloprasum."

Following "Okra" delete "'Hibiscus esoulen-
tus" and insert. "Abelmosohus esoulentus
(Hibiscus esculentus)."

Following "Parsloy-Petrosellnum" delete
"hortense, (P. crlspum)" and insert "orls-
pune"

Following "Spinach. Now Zoaland-Totra-
gonla" delete "expansa" and insert "tetra-
goniodes."

Following "Watermelon-Citrulltts" delete
"vulgarls" and insert "lanatus."

§ 201.4-8 Amended]

6. Section 201.48(g) is amended, by
by changing the lost sentence to read as
follows:

"Attached empty florets of the follow-
ing kinds shall not be removed from
fertile florets when the analysis Is made
by the special method described under
§ 201.51a: Smooth brome (Bromus iner-
mis), chewings fescue (Festuoa rubra
var. commutata), red fescue (Festuca
rubra subsp, rubra), orchardgrass (DMae-
tlylis glomerata), fairway crested wheat-
grass (Agropyron ortstatum), standard
crested wheatgrass (Agropyron deser-
torum), intermediate wheatgrass (Agro-
pyron - intermedium), and pubescent
wheatgrass (Agropyton trichophorum).

7. Section 201.51a introductory text
and the table to paragraph (b) would
be amended to read as followS:

§ 201.51a Special procedures for purily
analysis.

When the multiple units of the pure
seed fraction (multiple florets or entire
spikelets containing at least one caryop-
sis, to which is attached any type of
Inherent inert matter) of the kinds of
grasses Indicated In this section con-
stitute 5 percent or more of the sample,
the test shall be made by the following
procedures:

(b) * " *

Pactor applicalble o multiple unif

lnd..of seed Percent of single florets in sample
50 or 0.01 to 5.01 to 60.01 to 65.01 to 70.01 to 75.01 to 80.01 to B.01 to 00.01 to
les 55 Go 65 70 75 o 865 0 91

Bromo, smooth_._._.. 0.72 .74 0.75 0.7M 0.78 0.70 0.8t 0.82 0.83 0.85
Fescue, chewings ...... .91 .91 .91 .J1 .91 .91 .91 .01 .01 .91
Fescue, red ............. .80 .81 .82 .83 .84 .85 .87 .83 .89 .00
Orchardgrass---.. -..... 80 .81 .81 .82 .82 .82 .83 .63 .83 .81
Wheatgrss, crested I .- .70 .72 .73 .74 .75 .76 .77 .78 .79 .70
Wheatgrsa, Intmedlate. .72 .74 .75 .70 .77 .78 .70 .80 .81 .82
Whestgrass, pubescent ... .6 .67 .67 .07 .M .3 G .69 .69 .63 - .70

f Includes both fairway crsted wheatgms and standard crested whcatgmr

§ 201.58 [Amended] b. Add new paragraph (b) (13) to read
8. Section 201.58(b) would be amended as follows:

as follows: (13) Fourwing Saltbush (Atriplex
canescens) ; preparation of seed for test:

a. Add new paragraph (b) (12) to read De-wing seeds and soak for 2 hours In 3
as follows: liters of water after which rinse with

(12) Garden beans (Phaseolus vul- approximately 3 liters of distilled water.,
garis); Use of calcium nitrate: If hype- Remove excess water, air dry for 7 days
cotyl collar rot Is observed on seedlings, at room temperature, then test for ger-
the sample involved may be retested mination as indicated In Table 2.
using a 0.3 to 0.6 percent solution of cal- 9. Section 201.58(o)-Table 2; germi-
cium nitrate to moisten the germlna- nation requirements for indicated kinds,
tion medium, would be amended as follows:
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a. Add in proper alphabetical order
undei "Agricultural Seed" in the indi-
cated -columns the following new kinds:
Col. 1 "Agrotricum-

Ag ortiticum"

Col. 1. "Brome,
meadow- Bromus
beibersteiniL"

Cl. 1 "Clover. ar-
rowleaf-Trfollium

- vesiculasuln"

Col. 1 "Mlkvetch-
-Astragalus cleer"

COL 1 "Timothy,
turf-Phelum no-
dosum!"

Col. 1 "Saltbush,
fourwlng-Atriplex
canescens"

Col. 1 "Wheat X
Agrotricum-Tri-
ticum X Agrotri-
ticuni"

0ol. 2 "B.T,S"
Col. 3 "20;16"
COL 4 "14"
Col. 5 "7"
Col. 7 "Precbill at 5

or 10' 0. for 5
days."

COL 2 "BTTB"
Col. 3 "20-30"
CoL 4 1"6"
COL 5 "14"
Col 6 "light optional"

Col. 2 "BT"
Col. 3 "20"
Col.4 "4"
Col. 5 14"
CoL 6 "See par. (b)

(11)"
COL 2 "BxT"
CoL 3 "20"
Col 4 "6"
Col. 5 "14"

Col. 2 " T="
CoL 3 "15-25;20-30"
Col. 4 "a"
Cl. 5 "10"
Col. 6 "Lghv"
CoL 7 "NO, & Pre-

chill at 5" or 10"
C. for 5 days."

Col. 2 "B"
Cl. 3 "20"
Col. 4 "5"
Col. 5 "14"
CoL 6 "See par. (b)

(13)"
Col. 7 "prechll 5' C.
lor 7 days."

Cl. 2 "B, T. S"-
Col. 3 "20;15"
Col. 4 "4"
Col. 5 "7"

or 10' C. for 5 days."

b. Make the following changes under
"Agricultural Seed" for the kinds Indl-
cated -in the appropriate column:

F;escue, Hair CoL 6 delete "light"
31ardinggrass Col. 6 delete "KNO,"

Ricegrass, Indlan Col. 2 delete "S"; add

CL 3 delete "5-15"
and "15-25"

Col. 5 delete 128"; add

Cl. 7 delete "Dark:
'prechill in soil at 5
C. for 4 weeks."
Add "prechill at 6o
C. for 4 weeks and
test for 21 addi-
tional days."

Add "Alternate Col. 2 'S"
Method" COL 3 "5-15;15;15-25"

CaL 4 "7"
COL 5 "28"
COL 7 "Dark; prechill

in soil at So c. for
4 weeks."

Wheatgrass, western Col. 2 delete "P"
COL 3 delete "15-25";

add "15-30"
COL 6 delete "light

and KNO, optional"
Col. 7 delete "and pre-

chill at 5 or 10' 0.
for 7 days"

PROPOSED RULES

c. Add In proper alphabetical order
under "Vegetable Seed" in. the indicated
columns, the following new kind:
Col.I "Gherkin, West Col. 2 "B,TS"

India--Cucumls COL 3 "20-30"
anguira" Col.4 "3"

Cl. 5 "7"
Col. 7 "Te!t at 30' C."

d. Under "Vegetable Seeds" opposite
"Beans, garden-Phaseolus vulgarls" de-
lete "5" from column 4 and Insert "none"
and insert in column 6 "see par. (b) (12)."

e. Under "Agricultural Seed" make the
following changes in column 1:
Following 'Bean, adzukl" delete "Plhieo-

lus angularis" and insert "Vigna angu-
laris."

Following "Bean, mung" delete '"haseo-
lus aureus" and insert ITigna radiata."

Following "Bentgrass, creeping" delete
"Agrostis palustris" and insert "Agros-
tis stolonifera var. palustrl.".

Following "Bluestem, little" delete "Andro-
.pogon Ecoparius" and Insert "Echlzachybrl-

urn acoparlum."1
Following "Bluestem, yellow" delete "Andro-

pogon lschnemum" and in-erb "Bothrlo-
chloa lschn0mu."

Following "Broomcorn" delete ."Sorghum
vulgare var. techicum" and insert "So,-
ghum blcolor."

Following 'Buffelgrass" delete "Pennicetum
cillare" and Insert "Cenchru clulars."

Following "Burlover, Callfornla-MedIcngo"
delete "hispida" and insert "polymorpha"
In bath instance.

Following "Clover, large bop-T-I-follum" de-
lete "procumbens (T. campestre)" and In-
sort "campestre."

Following "Corn, pop-Zea mnaya" delete
"var. everta."

Following "Crotalaria, strlped-Crotalarla"
delete "mucronanta*" and Insert "pallida."

Following '"escue, bair-Festuca" delete
"capillata" and Insert "tenulfolla!,

Following 'escue, hard- .Festuca" delete
"ovina var, durlscula" and Lncert "longi-
folas."

Following 'Tescue, meodow1-Festuca
'

" de-
lete "elatior" and Insert "pratensls."

Following "Fescue, red-Festuca rubra" in-
sert "Isubap. rubra."

Following "Fescue, Eheep-Festuca ovina"
Insert "var. ovina."

Following "Hardinggranz-Phalarls" delete
"tuberosa var. stenoptera" and Insert "ste-
3ioptera."

Following "Kudzu-Puerarla" delete "thun-
berglana" and Insert 'lobata."

Following 'Lespedeza, Siberlan-Lespede a!"
delete "bedysaroldes" and Insert "Juncea."
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Following '"Mlet, browntop" delete "Pani-
cum Tanosumf" and Insert "Brac.harla ra-

Following "let, pear--Pennisettm" de-
lete "glaucum" and insert "ameydcantmn"

Following "Mustard, white" delete "Brasslea
hirt" and Insert 'Si3napals alb:."

Following "ledtop-Agrostis" delete "albs"
and Insert "gantea-"

Following "Rescueaems--Bromus" delete
"catharticus" and insert 'nnlolcldes."

Following "Sorghum: Grain and Sweet-
Sorghum" delete "vulgare" and Insert
"blcolor."

Following "Sorghum-sudangra-s-1 delete "hy-
brid. S. vulgare X. S. zudanense" and lnsert
"S. bicoloaX S. cudanense."

Following "Velvetbean" delete "Stizolobumn
deerlnglanum" and insert "Mucuma deer-
lnglanum."

Following "Vetcb, conmon-Vicla sativa" add
"aubsp. satlva:"

Following "Vetch narrowleaVI delete "Vlcia
augu tffolla" and insert; VIcla sativa,
subz"p.nlgra"

f. Under "Vegetable Seed" make the
following changes In column 1:
Following "Aspwagusbean-Vigna'" delete

"cesqulpedalls" and Insert -ungulculatsa
subsp. cesqulpedans:"

Following "Beans, Zlm--Phseolus lunatus"
delete "var. macrocarpuz."

Following "Beet-Beta vulgaris" add "var.
vulgarI3:."

Following "Cltron-cltrullus" delete "vul-
garis" and Insert "lanatus var. citroldes."

Following "Cornnalad-Valeranelln Iocusta"
delete "var. olitorla."

Following "Crezp, vater" delete "llortpps
naa.turtum-aquatlcum" and inse t "l*'as-
turtlum ofcinale."

Following "Eg-gplant-Solanum melongena"
delete "var. eaculentum."

Following "Leek-Alllum" delete "porrum"
and Insert "ampeloprasumI."

Following "Okra" delete "Hibiscus ezcu-
lenten" and Insert "Abehnoschu-s esc-
lentus (Hibiscmu ezculentus) ."

Following OParsley-Petrosel num" delete
"borten a (P. crispum)" and insert
"*criopum,"

Following "Spinach, New Zealand-Tetra-
gonla" delete "expanm" and Insert "tetra-
gonloldes."

Following "Watermelon-Citrullus" delete
"vulgaris" and insert "lanatus."

§ 201.76 [Amended]
10. Section 201.i6, Table 5, would be

amended as follows:
a. Add In proper alphabetical order

the following new standards:

'PAue5

Crop Urdgbtenre certified
Cp .d Ila- lTed El Lad L41. ld REed Ind "l. Yied Sed

Sion tloa tl-n

Alfit. ybrd-. :4 0.01X0 44 1,CO a.1 ... .. L31 slea u.0100 Le
Cora, makcrossAieI .......... -- 0 1.N m3 1,C.O 9O .l .. '.

Parae.- 1 1 "0 %000 0,05 ,1 30 2,000 0i. 51 =o 0. 0.

Fatpc . 4 #.Cow 1,000 0.1 13J.0 O 400 0.25 L21 LOM1 10 1.0

b. Make the following changes in In all three classes under Isolation,
standards In the columns Indicated: add superserpt "42" for sunflower and

In all three classes under isolation, hybrid sunflower. -
delete superscript "4" and Insert super- For field pea, delete "1, "1000 " "CI";
script "47" for alfalfa, blrdsfoot trefoil, "1," "500," "0.2"; "l," "200." and "0.5"
clover, crownvetch, sainfoin, and vetch. from the three columns and Insert' "1,"
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'12000,"p "0.05" ; "C81,1" "1000," "110.r"; '"I,"
"500," and "0.2," respectively.

c. Change footnotes at end of Table
5 to read as follows:

15. Refers to off-type ears. Ears with off-
colored or different textured kernels are lrn-
Ited to 0.5 percent, or a total of 25 off-colored
or different textured kernels per 1,000 ears.

28. Whiteheart fruits may not exceed I per
100, 40, and 20 for Foundation, Registered,
and Certified classes, respectively. Citron or
hard rind Is not permitted in Foundation or
Registered classes and may not exceed 1 per
1,000 fruits in the Certified class.

3a. Unless the preceding crop was another
kind or unless the preceding soybean crop
was planted with alclass of certified seed of
the same variety, or unless the preceding
soybean crop and the variety being planted
are of contrasting pubescence or hilum color,
in which case, no time need elapse.

d. Add the following footnotes at the
end of Table 5 as follows:

42. Does not apply to Hellanthus siniles, H.
ludens, or L agrestis.

44. The ratio of male sterile (A) strains
and pollen (B or C) strains shall not exceed
2:1.

46. Parent lines (A and B) in a crossing
block, or seed and pollen lines in a hybrid
seed production field, shall be separated by
at least 6 feet and shall be managed. and
harvested in a manner to prevent mixing.

47. Distance between fields of certified
classes of the same variety may-be reduced
to 10 feet regardless of the class or size of
the fields.

12. Section-201.77 would be amended
by adding a new paragraph (e) as fol-
lows:

§ 201.77 Length of stand requirements.

(e) Hybrid alfalfa. When at least 75
percent of the plants are in .bloom and
there is no more than 15 percent seed
set, 200 plants shall be examined'to de-
termine, the pollen production index
(PPI). Each plant is rated as 1, 2, 3 or
4 with "1" representing no pollen, "2"
representing a trace of pollen, "3" repre-
senting substantially less than normal
pollen, and "4" representing normal
pollen. The rating is weighted as 0, 0.1,
0.6 or 1.0, respectively. The total number
of plants of each rating is multiplied by
the weighted rating and the values are
totaled. The total is divided by the num-
ber of plants rated and multiplied by
100 to determine the PPI. The maximum
PPI allowed is 14 for the Foundation
class, and 6 for 95 percent hybrid seed,
and 42 for 75 percent hybrid seed of the
Certified class.

Dated: August 22, 1975.

WI.LIAM H. WALKER, III,
Acting Administrator,

Agricultural Marketing Service.

[FR Doc.75-23302 Filed 9-2-75;8:45 am]

[7 CFR Part910]
HANDLING OF LEMONS GROWN IN THE
STATES OF CALIFORNIA AND ARIZONA

Proposed Rule Making With Respect to
Approval of Expenses and Fixing of Rate
of Assessment for the 1975-76 Fiscal
Year

This notice invites written comment
relative to the proposed expenses of
$324,000 and rate of assessment of $0.027

per carton of lemons to support the
activities of the Lehnon Administrative
Committee for' the 1975-76 fiscal year
under Marketing Order No. 910.

Consideration is being given to the
following proposals submitted by the
Lemon Administrative Committee, es-
tablished pursuant to the marketing
agreement, as amended, and Order No.
910, as amended (7 CFR Part 910), regu-
Iating the handling'of lemons grown in
the State of Arizona and that part of the
State of California south of a line drawn
due east and west through the post office
in Turlock, California, effective under
the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601-
674), as the agency to administer the
terms and provisions thereof:

(1) That expenses that are reasonable
and likely to be incurred by the Lemon
Administrative Committee during the pe-
riod August 1,1975, throughJuly 31,1976,
will amount to $324,000.

(2) That the rate of assessment for
said period, payable by each handler in
accordance with § 910.41, be fixed at
$0.027 per carton of lemons.

All persons who desire to submit writ-
ten data, views, or arguments in con-
nection with the aforesaid proposals
should file the same, in quadruplicate,
with the Hearing Clerk. United States
Department of Agriculture, Room 112,
Administration Building, Washington,
D.C. 20250, not later than September 18,
1975. All written submissions made pur-
suant to this notice will be made avail-
able for public inspection at the office of
the Hearing Clerk during regular busi-
ness hours (7 CFR 1.27 (b)).

Dated: August 28, 1975.

CHARLES R. BRADER,
Deputy Director, Fruit and

Vegetable Division, Agricul-
tural Marketing Service.

[PR Doc.75-23303 Filed 9-2-75;8:45 am]

[7CFR Part948]

IRISH POTATOES GROWN IN COLORADO-
AREA NO. 2

Proposed Handling Regulation;
Vegetables: Import Regulations

This proposal, designed to promote or-
derly marketing of Colorado Area No. 2
potatoes, would require inspection of
fresh shipments to keep undesirable, low
quality potatoes from being shipped to
consumers.I Consideration is being given to issuing
a handling regulation, hereinafter set
forth, which was recommended by the
Colorado Area No. 2 Committee, estab-
lished pursuant to Marketing Agreement
No. 97 and Order No. 948, both as
amended (7 CFR Part 948). This pro-
gram regulates the handling of Irish po-
tatoes grown in the State of Colorado and
is effective under the Agricultural Mar-
keting Agreement Act of 1937, as
amended (7 U.S.C. 601 et seq.).

This notice is based on the recommen-
dations and information submitted by the
Area No. 2 Committee and other avail-
able information. The recommendations
of the committee reflect Its appraisal of
the composition of the 1975 crop in the

production area and the marketing pros-
pects for this season.
, The proposed requirements this year
would be U.S. No. 2, with a 2-Inch mini-
mum size for round varieties and a
1374-inch minimum size for ,long varie-
ties. Size B could be shipped if U.S. No. 1,
or better grade. Maturity requirements
would be "moderately skinned" for all
varieties, except that for the Russet
Burbank and Red McClure varieties, any
grade better than U.S. No. 2 must be no
more than "slightly skinned." These ma-
turity requirements would terminate on
October 31.

The grade, size, and maturity require-
ments provided herein are necessary to
prevent potatoes of low quality or un-
desirable sizes from being distributed in
fresh market channels. They will also
provide consumers with good quality
potatoes consistent with the overall qual-
ity of the crop and standardize the qual-
ity of the potatoes shipped from the pro-
duction area in order to provide the con-
sumer with a more acceptable product.

Exceptions would be provided to cer-
tain of these requirements to recognizo
special situations in which such require-
merits would be unappropriato or
unreasonable.

Shipments would be permitted to cer-
tain special purpose outlets without re-
gard to the grade, size, maturity and
inspection requirements, provided that
safeguards are met to prevent such po-
tatoes from reaching unauthorized out-
lets. Seed would be exempted because
requirements for this outlet differ greatly
from those for fresh,market, Shipments
for use as livestock feed would likewise
be exempt. Since no purpose would be
served by regulating potatoes used for
charity purposes, such shipments would
be exempt. Exemption of potatoes for
most processing uses Is mandatory under
the legislative authority for this part and
therefore shipments to processing outlets
are unregulated.

All persons who desire to submit writ-
ten data, views, or arguments in con-
nection with this proposal may file the
same, in duplicate, with the Hearing
Clerk, Room 112-A, U.S. Department of
Agriculture, Washington, D.C. 20250, not
later than September 22, 1975. All writ-
ten submissions made pursuant to this
notice will be made available for public
inspection at the office of the Hearing
Clerk during regular buslndss hours (7
CFP 1.27(b)).

The proposed regulation is as follows:
§ 948.374 Handling regulation.

From the effective date of this han-
dling regulation, through June 30, 1970,
no person shall handle any lot of pota-
toes grown In Area No. 2 unless such
potatoes meet the requirements of para-
graphs (a). (b), and (c) of this section,
or unless such potatoes are handled in
accordance with paragraphs (d), (e), or

f of this section. The maturity re-
quirements specified in paragraph (b)
shall terminate October 31, 1975, at
11:59 p.m. M.S.T.

(a) Minimum grade and size require-
ments.

(1) Round varieties. U.S. No. 2, or bet-
ter grade, 2 inches minimum diameter.
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(2) Long varieties. U.S. No. 2, or bet-
ter grade, 17/ inches minimum diameter.

(3) All varieties. Size B, if U.S. No. 1,
or better grade.

(b) Maturity (skinning) require-
ments.

(I) Russet Burbank and Red McClure
- varieties. For U.S. No. 2 grade not more
than "moderately skinned" and for
other grades not more than "slightly
skinned."

(2) All other varieties. Npt more than
-"moderately skinned."

-(c) Inspection. (1) No handler shall
handle any potatoes for which inspection
is required unless an appropriate inspec-
tion certificate has been issued with re-
spect thereto and the certificate is valid
at the time of shipment. For purposes of
operation under this part it is hereby de-
termined pursuant to paragraph (d) of
§ 948.40, that each inspection certificate
shall be valid for a period not to exceed
5' days following the date of inspection
as shown on the inspection certificate.

(2) No handler may transport or cause
the transportation by motor vehicle of
any shipment of potatoes for which an
inspection certificate is required unless
each shipment is accompanied by a copy
of the inspection certificate applicable
-thereto and the copy is made available
for examination at any time upon
request.

(d) Special purpose shipments. (1)
The grade, size, maturity and inspection
requirements of paragraphs (a), (b) and
(c) of this section and the assessment
requirements of this part shall not be
applicable to shipments of potatoes for:

() Livestock feed;
(i) Relief or charity; or

-iD Canning, freezing, and "other
processing" as hereinafter defined.

(2) The ghade, size, maturity and in-
spection requirements of paragraphs (a),
(b) and (c) of this section shall not-be
applicable to shipments of seed pur-
suant to § 948.6 but such shipments shall
be subject to assessments.

(e) Safeguards. Each handler of po-
-tatoes-which do not meet the grade, size,
and maturity requirements of para-
graphs (a) and (b) of this section and
which are handled pursuant to para-
graph (d) for any of the special purposes
set forth therein shall,

(1) Prior to handling, apply for and
obtain a Certificate of Privilege from the
committee.

(2) Furnish the committee such re-
ports and documents as requested, in-
cluding certification by the buyer or re-
ceiver as to the use of such potatoes, and

(3) Bill each shipment directly to the
applicable processor or receiver.(f) Minimum quantity. For purposes
of regulation under this part, each per-
son may handle up to but not to exceed
1,000 pounds of potatoes without regard
to the requirements of paragraphs (a),
(b) and (c) of this section, but this en-
ception shall not apply to any shipment
which exceeds 1,000 pounds of potatoes.

(g) Definitions. The terms "U.S. No. 1,"
'U.S. No. 2," "slightly skinned," and
"moderately skinned" shall have the
same meaning as when used in the U.S.

Standards for Potatoes (§§ 51.1540-51.-
1566 of this title, effective September 1,
1971, as amended), Including the toler-
ances set forth therein. The term "other
processing" has the same meaning Cis the
term appearing in the act and includes,
but is not restricted to, potatoes for de-
hydration, chips, shoestrings, starch, and
flour. It includes only that preparation of
potatoes for market which Involves the
application of beat or cold to such an
extent that the natural form or stability
of the commodity undergoes a substan-
tial change. The act of peeling, cooling,
slicing, dicing, or applying material to
prevent oxidation does not constitute
"other processing." Other terms used In
this section shall have the same mean-
ing as when used In Marketing Agree-
ment No. 97, as amended, and this part.

(h) Applicability to imports. Pursuant
to section 8e of the act and § 980.1, Im-
port regulations (7 CFR 980.1), Irish
potatoes of the red skinned round type,
except certified seed potatoes, imported
into the United States during the period
September 29, 1975, through June 30,
1976, shall meet the grade, size, and
quality requirements specified In para-
graph (a) of this section, and during the
effective, date of this handling regula-
tion through October 31, 1975, shall be
not more than "moderately sdnned."

Dated: August28, 1975.

CmurI1Ls R. Bn=zn,
-Deputy Director, Frutt and Veg-

etable Division, Agricultural
Marketing Service,

[FR Doc.75-23304 Filed 9-2-75.0:45 aml

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Adminldr'atlon
[21 CFR Part 1213

[Docket No. 76'N-V2M]
PRIOR-SANCTIONED POLYVINYL

CHLORIDE RESIN
Termination of Notice of Proposed

Rulemaking
The Commissioner Is withdrawing a

proposal published In the PEmAL Pxa-
:STER of a 17, 1973 (38 FR 12931) to
establish a regulation under § 121.2009
(2LCFR 121.2009) to Identify the criteria
for the safe use of prior-sanctioned poly-
vinyl chloride resin as a component of
food packaging material In contact with
nonalcoholic food.

Since publication of the proposal, ad-
ditional information has been received
concerUng the use of polyvinyl chloride
in food packaging materials which indi-
cates that this proposal was too narrow
in Its scope. Published elsewhere in this
issue of the FEDEU Rrxsrn are pro-
posed regulations concerning the use of
vinyl chloride polymers In contact with
all types of food.

Accordingly, the Commissioner hereby
withdraws the proposal published on
May 17, 1973, and terminates the rule
making proceeding begur by that
proposal.

This action is taken pursuant to the
provisions of the Federal Food, Drug, and
Cosmetic Act (secs .409, 701(a), 52 Stat.
1055, 72 Stat. 1785-1788 (21 US.C. 348,
371(a)) and under the authority dele-
gated to the Commissioner of Food and
Drugs (21 CFR 2.120).

Effective date. This order shall be ef-
fective September 3,1975.

Dated: August27,1975.

A. 1L Scmmrr,
Commissioner of Food and Drugs.

[PF Doc.75-23240 Plned G-29-75;8:45 amI

[21 CFR Part 121 ]
[Docket No. 75IT-010]

VINYL CHLORIDE POLYMERS IN
CONTACT WITH FOOD

Notice of Proposed Rulemaking
The Food and Drug Administration

(FDA) Is proposing regulations to re-
strict the uses of vinyl chloride poly-
mers in contact with food. The proposal
permits the continued use of vinyl
chloride polymers in food packaging and
other food-contact articles where the
potential for migration of vinyl chloride
is diminished to the extent that it may-
not reasonably be expected to become a
component of food. The proposal includes
an interim food additive regulation for
the use of water pipe made from vinyl
chloride polymers. The interim regula-
tion would be In effect pending develop-
ment of additional data to determine If
vinyl chloride may reasonably be ex-
pected to be in potable water that is
drawn from the tape. The proposed regu-
lation would prohibit Al other uses of
vinyl chloride polymers In food-contact
artlcle, including semirigid and rigrd ar-
ticles such as bottles and sheets, beeause
In those uses vinyl chloride may reason-
ably be expected to become a component
of food. Interested persons have until
November 3, 1975 to submit comments.

Us oi VnraL ChLORiE

Vinyl chloride is a chemical with the
following structure:

\C=C
/

/ \/
- Z \1

Itbas a boiling point of -14 C (6.8 -

F) and consequently It is ordinarily a gas.
This property led to its use as a propel-
lant for aerosol products such as cosmet-
ics, drugs, and pesticides. Vinyl chloride
is polymerized to form polyvinyl chloride
in which the basic monomeric unit is re-
peated:

In this formula, n represents the num-
ber of monomeric units that may be
present, a sum which normally exceeds
800 units.

Vinyl chloride homopolymers and co-
polymers are used In the production of
articles or components of articles In-
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tended to contact food, including food- resin in articles for use in contact with
packaging materials, coatings, parts for alcoholic foods and was based on: (1)
food processing equipment, flexible tub- The finding that residual vinyl chloride
ing, and water pipes. in polyvinyl chloride bottles was being

Polyvinyl chloride has several prop- extracted by bottled distilled spirits and
erties that make it useful for packaging, wines, and (2) the fact that no available
such as clarity, resistance to water and animal feeding studies established a safe
many chemicals, capability of acting as level of consumption when vinyl chloride
a barrier to gas and water, capability of was extracted from containers into food.
being sealed by heat, and capability of At that time there were no data that in-
being molded into deep shapes. Approxi- dicated that polyvinyl chloride articles
mately 300 million pounds of polyvinyl in contact with nonalcoholic foods
chloride are used each year in the pack- would result in -migration of residual
aging of food, making It (after poly- vihyl chloride into the food and, accord-
ethylene) the second most commonly ingly, there was no reason to consider
used plastic for packaging food. The pro- restriction of such uses.
duction of water pipe is one of the single The existence of residual vrinyl chlo-
largest uses of polyvinyl chloride, ac- ride in articles'made from vinyl chloride
counting annually for over 400 million polymers is related tor the manufactur-
pounds of resin. In addition, the poly- ing process and the physical structure of
mers of vinyl chloride have also been the polymers. The gas vinyl chloride be-
found useful as packaging materials for comes the packaging material consisting
other products within FDA's Jurisdiction, of polyvinyl chloride or one of the co-
including drug products, blood, and cos- polymers of vinyl chloride through a se-
metics. Vinyl chloride polymers are also ries of distinct steps. The first step Is the-
used as components of certain medical polymerization of the vinyl chloride to
devices. form a polymer, e.g., polyvinyl chloride

Early Investigatory work reviewed by resin. This resin is then blended with a
Dr. A. J. Lehman, then Chief of the number of other substahees that may in-
Division of Pharmacology, Food and elude plasticizers, stabilizers, lubricants,
Drug Administration, indicated. that and processing aids to form a compound-
polyvinyl chloride was insoluble In vari- ed material ordinarily referred to as a
ous solvent systems used to simulate "compound,' e.g., a polyvinyl chloride
food. Consequently, there was little con- flexible film "compound" or a polyvinyl
cern about the safety of food-cointact chloride bottle "compound." This "com-
articles made from. polyvinyl chloride. pound" is then used by the fabricator to
In 1950, Dr. Lehman reported to the As- produce the finished article that is used
sociation of Food and Drug Officials: in bontact with food.

We consider as the most important single The individual molecules of polyvinyl
physical characteristic of a film its solubility chloride may be visualized as short
or the leaching out of any of its constituents strands of thread. The individual mole-
in the common media with which the plastio cules are attracted to each other by phys-
may come in contact. If nothing can be ical forces that tend to, hold them to-
extracted when tested with representative gether so strongly that the polyvinyl
food-type solvents (lard-oil. vinegar, sodium chloride, by itself, is rigid. The polymeric
bicarbonate, meat Juice, water. etc.) under material contains an exceedingly large
conditions somewhat more rigorous than.
might be experienced under practical usage, number of polyvinyl chloride molecules,
we usually have no objections to use of the which are intermingled and provide a
film in situations where direct contact with number of open spaces (interstices)
food may result. Toxicological problems re- among the individual molecules.
late more to the plasticizers employed to The origin of the possibility that vinyl
give the film certain desirable character- chloride may migrate to food is its In-
istics than to the film itself. Plasticizers are complete polymerization into polyvinyl
legion, but to develop one which is nontoxic chloride. Estimates indicate that some-
and yet efficient is not easy of accomplish- what less than 90 percent of the vinyl
ment. wa esta 0preto h iy

m t chloride is converted to polyvinyl chlo-
Reports of this work were published by ride. Most of the.remaining 10 percent
Dr. Lehman in "Chemicals in Food: A vinyl chloride is either vented to the at-
report to the Association of Fobd. and mosphere, or recovered by techniques,
Drug Officials on Current Developments," such as vacuum stripping, and reused.
Quarterly Bulletin of the Association of However, some vinyl chloride remains in
Food and Drug Officials of th United the polyvinyl chloride resin following its
States, 15(3)-:82, 1951, and "Food Pack- polymerization and isolation: At one
aging," Tbid., 20(4) :159, 1956. time as much as 2000 parts per million

MIGRATION OF VnnM CHLORIDE TO FOOD (ppm) residual vinyl chloride remained,
hut with new processing methods, as lit-

In early 1973, representatives of tle as 1 to 2 ppm remain. It Is theorized
Schenley Distillers, Inc., Cincinnati, that the vinyl chloride becomes physi-
Ohio, reported to FDA their having cally trapped among the Interstices of
found vinyl chloride in distilled_- alco- the polymer "threads."
hollc' beverages, such as vodka and gin, -This model permits an explanation of
packaged in polyvinyl chloride bottles. the varying degrees to which vinyl chlo-
The findings of their migration studies ride is removed from the different forms
were subsequently confirmed by FDA of the polymer. A large amount of the
and led to a proposal concerning the use vinyl chloride that fails to polymerize
of polyvinyl chloride. This proposed reg- never becomes trapped in the resin; it
ulation, published in the FEDERAL REGIs- either finds its way out of.the resin maze,
TEa of May 17, 1973 (38FR 12931), would due to its volatility, or can be removed
have precluded use of polyvinyl chloride by vacuum stripping. Most, if not all, of

the* remaining vinyl chloride may be re
moved in the preparation of polyvinyl
chloride "compound" for such flexible
plastic materials as gaskets, films, and
tubing. In preparing these "compounds"
the polyvinyl chloride resin is ml:ed and
heated with as much as 50 to 60 parts of
plasticizer per hundred parts of rcoln.
The addition of the plasticizer "opens"
the spaces between the polymer
"threads," and the heat tends to drive
out the remaining vinyl chloride mole-
cules. Further opportunity for removal of
vinyl chloride Is provided during the
fabrication of the "compound" Into ar-
ticles because heat is usually used in the
process. By contrast, It is much more
difficult for the vinyl chloride molecules
to escape from rigid and semirigid poly-
vinyl chloride articles because they
contain little or no plasticizer and
are generally thicker than plasticized
articles. Many rigid articles have been
analyzed and found to contain resid-
ual vinyl chloride. However, FDA has
not been able to detect vinyl chloride In
any of the plasticized, flexible polyvinyl
chloride products It has analyzed,

Even in the case of rigid unplsticlzed
polyvinyl chloride, there is a loss of
vinyl chloride during fabrication Into ar-
ticles. Once fabricated, the polyvinyl
chloride articles continue to lose vinyl
chloride by diffusion. Data have been
developed showing a gradual loss of re-
sidual vinyl chloride from polyvinyl
chloride articles during their storage
prior to use. This diffusion phenomenon
continues to occur when the polyvinyl
chloride is used in contact with food. If
vinyl chloride is present, a certain
amount may be expected to migrate to
the food. In the case of semirigid and
rigid articles that contain high levels of
residual vinyl chloride, this amount has
been shown to be substantial. However,
in the case of coatings, films, and other
plasticized food-packaging materials In
which the amount of residual vinyl chlo-
ride Is extremely small, there appears to
be little likelihood that vinyl chloride
would reasonably be expected to be pres-
ent In the food.

The. migration of vinyl chloride may
be viewed as a simple diffusion phenom-
enon: The vinyl chloride is leaving
the location of highest concentration,
the plastic article, and moving to a lo-
cation of lower concentration, whether It
be the surrounding air or the food
contained in the article. 7his hypothesis
appears to be supported by the work of
scientists at Ethyl Corp. ("VCM extrac-
tion from PVC bottles," Modern Packag-
ing, pp. 45-48, April 1975). Their data
indicate that the vinyl chloride levels In
the plastic article and its food content
eventually reach a point of equilibrium.
However, there continues to be a loss of
residual vinyl chloride to the surround-
ing atmosphere so that the level in the
plastic article becomes lower relative to
the level In the food inside it. When this
occurs, there is a migration of vinyl
chloride from the food Into the plastic
article: This is represented by a decrease
in the concentration of vinyl chlorldo
that can be detected in the food. The ob-
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vious end point indicated by this hypoth-
esis is that there would be no vinyl
chloride in the food or in the plastic
article-at that distant point in time when
it has all migrated to the surrounding
atmosphere.

A modification and extension of this
hypothesis has been proposed by- Pro-
fessor Seymour 'Gilbert, Ph.D.; Depart-
ment of Food Science, Rutgers Univer-
sity, New Brunswick, N.J. Dr. Gilbert's
work indicates that there are active sites
in rigid polyvinyl chloride that tend to
adsorb and hold on to vinyl chloride
molecules. At high vinyl chloride con-
centrations these active sites are covered
by a very small part of the total vinyl
chloride -and the remainder tends to mi-
grate from the polyvinyl chloride in ac-
cordance with the usual diffusion theory.
'He postulates that at vinyl chloride con-
bentrations of less than 1 ppm in the
polyvinyl chloride, not all the ctive sites
are covered and thus there are few un-
adsorbed vinyl chloride molecules left to
migrate. His theory is supported by the
results of equilbrium studies in which
powdered polyvinyl chloride resins con-
taining no vinyl chloride were added to
food-simulating solvents containing
known concentrations of vinyl chloride.
Vinyl chloride was found to be taken up
by the resin and its concentrations in the
food-simulating solvents were reduced to
a much greater extent than would be ex-
plained.by simple diffusion or partition-
ing.

Schenley Distillers reported levels of
vinyl chloride as high as 20 ppm'in vodka
and 25 ppm in gin. Confirmatory work on
samples of the same material by FDA
showed levels of 11 ppm vinyl chloride
in vodka and 12 ppm in gin. Since that
time FDA has received many additional
reports of findings of vinyl chloride in
various types of food packaged in poly-
vinyl chloride bottles. Generally, these
'eports have not included suitable infor-
mation to evaluate accuracy, such as:
an adequate description of the method-
ology, including chromatograms; data
from recovery studies verifying the
claimed sensitivities; data showing con-
firmation by mass spectroscopy; and
identification of the plastic material. It
should be noted that analysis for vinyl
chloride requires careful analytical tech-
niques to assure credible findings. The
analysis becomes progressively more
difficult as the concentratibn of vinyl
chloride decreases.

The problems involved with the anal-
ysis for vinyl chloride ard emphasized
by the difficulties that firms have en-
countered in obtaining-consistent results
during "round-robin" studies in which a
number of laboratoreshave analyzed the
same material. FDA has developed a
method for the determination of vinyl
chloride in polyvinyl chloride and in
food-simulating solvents. (Copies are
available from the Division of Food and
Color Additives, Food and Drug .Admin-
istration, 200 C St, SW., Washington,
D.C. 20204.) This method is considered to
be capable of measuring level& of vinyl
chloride in food-simulating solvents as
low as 20 parts per billion (ppb) (in 50

percent ethanoD and In polyvinyl chlo-
ride as low as 0.35 ppm.

On December 20, 1973, representatives
of FDA and the Society of the Plastics
Industry, Inc. (SPI) met to discuss
chemical Information concerning vinyl
chloride that SPI had submitted with its
comments of October 15, 1973, on the
original proposal of May 17, 1973. In re-
sponse to questions raised at this and
subsequent meetings, members of the
SPI have obtained information about
polyvinyl chloride, including analyses of
various types of foods for the presence
of vinyl chloride, refinement of the
methodology for detection, and review of
the toxicological aspects. Memoranda of
these meetings and the Information sup-
plied are on public display at the ofice of
the Hearing Clerk, Food and Drug Ad-
ministration, Rm. 4-65, 5600 Fishers

-Lane, Rockville, MD 20852.
Data supplied by SPI indicated that

vinyl chloride could migrate to nonalco-
holic foods from polyvinyl chloilde bot-
tIes. Analyses of two samples of vegetable
oils packed In polyvinyl chloride bottles
revealed the presence of vinyl chloride
at levels of 1.6 and 6.5 ppm. Reported re-
suits of analyses of additional samples of
foods, drugs, and cosmetics disclosed
varying levels of vinyl chloride, e.g., vine-
gar (5 ppb), mineral oil (74 ppb and ap-
proximately 2 ppm from two other sam-
pies), a vitamin supplement (approxi-
mately 1 ppm), and a mouthwash (174
ppb). No vinyl chloride was reported
from a series of water samples using an
analytical method reportedly sensitive
to 50 ppb. These latter samples had been
collected from operating potable water
systems of various polyvinyl chloride for-
mulations at six different building sites.

In early 1974, the British Minitry
of Agrioulture, Fisheries, and Food re-
ported 1inding vinyl chloride In con-"
centrations ranging from 10 to 80 ppb in
fruit squashes and from 10 to 40 ppb
In cooking oils. The Canadian Health
Protection Branch of the Mi of
Health and Welfare reported finding
vinyl chloride ranging from 0.9 to 8.4
ppm in seven samples of apple cider
vinegar. It also reported vinyl chloride in
samples of various wines (less than 0.025
to 0.98 ppm), gin (0.22 to 0.7 ppm), and
malt vinegar (1.5 ppm).

Data from experimental work using
food-simulating solvents, Le., distilled
water, 3 percent acetic acid, ethanol, and
n-heptane, support these earlier data
showing migration of vinyl chloride to
types of foods other than alcoholic bev-
erages:, The data show that the use of
alcohol and n-heptane as solvents rep-
resenting alcoholic and fatty foods, re-
spectively, results in the highest levels
of vinyl chloride extractives as compared
to the amounts extracted by distilled wa-
ter (representing aqueous foods) and 3
Percent acetic acid (representing acidic
foods). All of these data are on public
display In the office of the Hearing Clerk,
Food and Drug Administration.

The available data Indicate that cer-
tain applications of vinyl chloride do not
present a realistic possibility of vinyl
chloride migration. The Commissioner Is
unaware of any findings of vinyl cfloride

migration from film, cap liners, coat-
ings, gaskets or flexible tubing. Re-
suits of analyses of extractives from such
articles have shown no detectable vinyl
chloride. Analyses of these plastic arti-
cles themselves have shown no detecta-
ble vinyl chloride using analytical meth-
ods reported to be capable of detecting
a level as low as 1 ppm residual vinyl
chloride. No residual vinyl chloride was
found in F=A analysis of polyvinyl chlo-
ride blood bags and flexible tubing using
a method capable of detecting 0.35 ppm
residual vinyl chloride.

The lack of findings of extractable
vinyl chloride from film is not surprising,
for theoretical calculations indicate that
If film contained residual vinyl chloride,
100 percent migration of the residual
vinyl chloride from a 1 mral (0.001 inch)
film would result in 2 ppb vinyl chloride
in food. These calculations assume that
10 grams of food contact each square
inch of film, the film weighs 20 mIlli-
grams per square inch per mr thikness,
and the film contains I ppm residual
vinyl chloride. However, these assump-
tions are exaggerated, ezg., the vinyl chlo-
ride will migrate into the air as well as
the food, and much lower levels of migra-
tion into food would be eimected to occur
under actual conditions of use, to the
Point where they would be extremely
small. The data substantate this con-
clusion because the levels of extractable
vinyl chloride have never been shown to
approach 100 percent in those- cases
where actual values have been presented
for article thickness, residual vinyl chlo-
ride level, andlevels of extraction of vinyl
chloride.

The greatest likelihood for migration
of vinyl chloride appears to be from poly-
vinyl chloride bottles and other rigid
or semirigid polyvinyl chloride articles
that are intended for one-time use. A
wide variety of products have been pack-
aged In such containers, Including vege-
table oils, vinegar, honey, and liquid
vitamin supplements. Large quantities
of processed meats are packaged in rigid
and emlirigid containers composed of
vinyl chloride polymers. Jelly, honey, and
other condiments are frequently pack-
aged In individual serving containers
composed of vinyl chloride polymers.
These various articles range In thickness
from approximately 7 mIls to 30 mlls.
Semirigid articles with a thickness of 7
to 12 nils were reported in a submission
from the American Meat Institute to
contain 0 to 180 ppm residual vinyl chlo-
ride and to yield 4 to 20 ppb vinyl
chloride when extracted by n-heptane.
Rigid articles with a thickness of 10 to-
21 muls were reported by the American
Meat Institute to contain 6 to 127 ppm
residual vinyl chloride and to yield 2 to
237 ppb vinyl chloride when extracted
by n-heptane.

Water pipe is a use of polyvinyl chlo-
ride that presents little likelihood that
vinyl chloride will become a component
of potable water. The pipe's rigid, rela-
tivelY thick wall would be expected to
have a potential for high levels of resid-
ual vinyl chloride; data show that the
level of residual vinyl chloride attainable'
in water pipe may vary from less than
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10 ppm to more than 100 ppm. However,
the potential for extraction of vinyl chlo-
ride from potable water pipe is greatly
reduced because of the low solubility of
vinyl chloride in water, the short time
of contact, the large volume of water in
contact with the pipe, and the compara-
tively low temperatures of exposure. The
primary use of polyvinyl chloride potable
water pipe is from water mains to build-
ings where a large volume of water flow
occurs, and the temperature of exposure
is lowered because the pipe is buried.
Moreover, the small amount of vinyl
chloride that might migrate into water
from water pipe would be expected to
dissipate during the aeration and agita-
tion that occur at the tap.

ToxrcrTY or Vnmr, CHLORIDE
FDA Is unaware of any suitable tox-

icity data from animal feeding studies
that demonstrate a safe level of inges-
tion of vinyl chloride. Results of a 90-day
feeding study with rats were submitted
to FDA in October 1974. However, that
study was not conclusive and, further-
more, could not resolve the prime issue
of safety, namely carcinogenicity, since
It was a short-term feeding study. Life-
time studies are necessary to evaluate
properly the potential for long-range
effects, such as carcinogenicity.

Considerable data exist concernini the
toxic effects of vinyl chloride from at-',
mospherie exposures, especially by in-
halation and occupational contact. As
the Commissioner pointed out in his April
22, 1974, proposal (39 FR 14215) to pro-
hibit the use of vinyl chloride as an in-
gredient In drug and cosmetic aerosol
products:

There Is ample evidence that vinyl chloride
inhalation can result in acute toxicity mani-
fested by an array of symptoms, including
unconsciousness as a result of high concen-
tration by Inhalation. Cardiac effects, bone
changes, and degenerative changes in the
brain, liver, and kidneys have also been re-
ported in animals.

The results from studies by, Torkelson,
et al., on the chronic effects of vinyl
chloride on laboratory animals (T. U.
Torkelson, F. Oyen, and V. K. Rowe, "The
Toxicity of Vinyl Chloride as Determined
by Repeated Exposure of Laboratory
Animals," American Industrial Hygiene
Association Journal, 22(5), 354-361,
1961) indicated slight effects in rats ex-
posed to atmospheres containing 100 and
200 ppm vinyl chloride. An exposure of
50 ppm was considered-to be a "no-effect"
level. Published scientific reports im-
Plicate vinyl chloride, as a causative
agent for "acroosteolyss" of the hands
and feet as well as systemic effects among
Industrial workers engaged in the manu-
facture of vinyl chloride. Dr. P. L. Viola,
In studies, exposed rats to an atmosphere
containing 3 percent (30,000 ppm) vinyl
chloride vapors for 4 hours per day for 5
days per week for 1 year (P. L. Viola,
A. Bigotti, and A. Caputo, "Oncogenic
Respo_ e of Rat Skin, Lungs, and Bones
to Vinyl Chloride," Cancer Research, 31:
516522, May 1971). He reported that
rats subjected to such exposure developed
tumors of the skin, lungs, and bones.
-Copies of tlhese reports are on file with

the Hearing Clerk; Food and Drug Ad-
ministration.

Reporting at the February 15, 1974,
fact-finding hearing, which was called
by a notice that the Occupational Safety
and Health Administration published in
the FEDERAL REGISTER of January 30,
1974 (39 FR 3874), Dr. Cesare Maltoni
discussed preliminary results from his
investigations directed at clarifying the
type and degree of carcinogenic effects of
vinyl chloride, as previously reported by
Dr. Viola. Dr. Maltoni's investigations in-
volved various types and levels of ex-
posure to vinyl chloride, including: (1)
An attempt to reproduce the conditions
of Dr. Viola's experiment using a level of
30,00 ppm; (2) 'experiments using at-
mospheric exposure- to vinyl chloride
vapors at levels ranging from 50 to 10,000
ppm; (3) an experiment investigating
the effects upon ingestion (Intubation)
of vinyl chloride; and (4) experiments
investigating endoperitoneal -and sub-
cutaneous routes of administration. (9. -
Maltoni & G. Lefemine: "Carcinogenicity
Bio-assays of Vinyl Chloride," Environ-
mental Research, 7:387-405, 1974 and
"Le potenzialit4 del saggi sperimental
nella predizione del rischi oncogeni
ambientali. Un esempio 11 cloruro di
vinile," Accademia Nazionale Del Lincei,
56:1-11, 1974). In addition to rats, Dr.
Maltoni reported that experiments were
also being conducted using mice and
hamsters.

At the February meeting, Dr. Malton
discussed his preliminary findings of the
development of anglosarcoma of the
liver, along with other types of tumors,
atjlevels of atmospheric exposure as low
as 250 ppm.- At the New York Academy
of Sciences meeting, May 10-11, 1974
("Carcinogenicity Bioassays of Vinyl
Chloride: Current Results." Annals of
the New York Academy of Sciences,
246:195-218, January 31, 1975), he sub-
sequently reported the development of
angiosarcoma of the. liver and other
types of tuniors at levels of atmospheric
expbsure as low as 50 ppm. Further, he
announced that additional, experiments
were. being started; the experiments are
using larger numbers of animals and
lower dose levels of inhalation exposure.
Inhalation exposure studies using similar
low levels of vinyl chloride are also in
progress at Industrial Biotest Research
Laboratories (IBRL) under the sponsor-
ship of the Manufacturing Chemists As-
sociation. In discussing these two studies
in regulations, published in the FEDERAL
REGISTER of October 4, 1974 (39 FR
35890), establishing standards for In-
dustrial exposure to vinyl chloride, the
Occupational Safety and Health Admin-
istration stated:

These investigators have induced angio-
sarcoma of the liver in rats and mice at ex-
posure concentrations of 50 ppm and In
hamsters at higher concentrations of ex-
posure. Additional tumors involving other
organs, including the kidneys, lungs, and
skin of exposed animals, were also observed
in frequencies much in excess of control
animals.

As noted above, the Food mnd Drug
Administration issued a proposal on
April 22, 1974, concerning the use of vinyl

chloride as a propellant in aerosol druga
and cosmetics. At the same time, manU-
facturers were requested to recall any
outstanding stocks of such products from
the market. A final regulation was pub-
lished in the FEDERAL REGISTER of Au-
gust 26, 1974 (39 FR 30830), prohibiting
the tise of vinyl chloride as a propellant
in cosmetic aerosols and requiring an ap-
proved new drug application for the mar-
keting of aerosol drugs containing vinyl
chloride as a propellant.

In separate actions, the Environmental
Protection Agency, banned the use of
vinyl chloride as a propellant In certain
pesticide aerosols by notice published in
the FEDERAL REGISTER of April 20, 1974
(39 FR 14753), and the Consumer Prod-
uct Safety Commission banned the use
of other self-pressurized household
products containing vinyl chloride, by av
notice published in the FEDERAL REOSTER
of August 21, 1974 (39 FR 30112).

Dr. Cesare Maltoni has issued a pre-
liminary report concerning the progress
of his studies investigating the effects of
vinyl chloride when ingested (Cesaro
Maltoni, Adriano Ciliberti, .Luciano 11-
anni, Pasquale Chleco, "Insorgenza DI
Angosarcomi in Ratti, In Secquito A Som-
ministrazione Per Via Orale Di Cloruro
Di Vlnile," Gli Ospedall delta Vita, Anno k
1I, Numero 1, Gennalo-Febbrao 1975).
Dr. Maltoni's study involves the admin-
istration to rats by intubation of vinyl
chloride in an olive oil solution at dos-
age levels of 50 milligrams per kilogram
of body weight, 16.5 milligrams per kilo-
gram of body weight and 3.3 milligrams
per kilogram of body weight. The study
was initiated with 40 male and 40 female
rats at each dosage level, plus a control
group of the same number. After 52
weeks, the examination of those rats that
had died revealed one rat in the highest
dose group to have angiosarcoma of the
thymus, and a rat in the 16.5 milligrams
dose level was found to have angiosar-
coma of the liver. No tumors were re-
ported in the 3.3 milligrams dosage group
or in the controls. The experiment Is con-
tinuing with an anticipated completion
date in early 1976. In addition, Dr. Mal-
toni has initiated an experiment using
lower dosage levels.

After evaluating all the data, the Com-
missioner concludes that It Is likely that
when the Maltoni study has been com-
pleted, It will show that vinyl chloride is
carcinogenic when ingested- He notes
that these results are consistent with the
finding that Inhalation of vinyl chloride
has been shown to produce cancer. The
Commissioner acknowledges that the
finding of angiosarcoma in one rat in
each of the two highest dosage levels may
be regarded by some persons as inconclu-
sive evidence that vinyl chloride Is car-
cinogenic when ingested. However, Dr.
Maltoni reports that, to his knowledge,
no spontaneous anglosarcomm of rats
have been reported In the literature. Ad-
ditionally, Dr. Maltoni reports that an-
glosarcoma of the thymus and of the
liver have never occurred spontaneously
in their colony of Sprague-Dawey rats.
The Commissioner concludes that the
preliminary data from the incomplete in-
gestion studies, when combined with the
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-other data already available concerning
the hazards of vinyl chloride, are suffi-
cient to warrant the actions proposed In
this proposal.

PRorosED AcTioN
-Under section 201(s) -of the Federal

Food, Drug, and Cosmetic Act (21 U.S.C.
321(s) ), a substance is excluded from the
definition of "food additive" If its use
was sanctioned by FDA prior to Sep-
tember 6, 1958. A number of uses of vinyl
chloride polymfiers were so approved and
consequently are "prior sanctioned."

Subsequent to the enactment of the
Food Additives Amendment of 1958, FDA
issued letters stating that polyvinyl chlo-
ride resin 'was generally recognized as
safe in specific compositions, including
rigid and semirigid articles intended to
bontact foods. -These letters -were based
on the premise that the uses and data
cited in the Lehman articles for film and
coatings could be interpreted to extend
to other food-coritact articles containing
polyvinyl chloride.

In addition, since 1958, a variety of
uses of vinyl chloride polymers In food-
contact articles have been approved by
the issuance of food additive regulations
in 21 ClR Part 121, Subparts D and F:
§ 121.1179 Coatings on fresh citrus
fruit; § 121.2507 Cellophane; § 121.2514
Resinous and polymeric coatings; § 121.-
2520 Adhesives; § 121.2521 Vinyl chLo-
ride-propyl7ene copolymers; § 121.2524
Polyethylene phthalate polymers; § 121.-
2526 Components of papei" and paper-
board in contact with aqueous and fatty
foods; § 121.2543 Packaging materials
for use during the irradiation of prepack-
aged foods; § 121.2545 Textr"yl.; § 121.-

-2550 Closures with sealing gaskets for
food containers; § 121.2569 Resinous
and polymeric coatings for polyoZeftn
films; § 121.2571 Components of paper
and paperboard in contact with dry food;
§ 121.2591 Semirigid ani rigid acrylic
and modified acrylic plastics; § 121.2608
Vinyl chzloride-lauryjl vinyl ether co-
Polymers; § 121.2609 Vinyl chloride-
ethylene copolymers; § 1212623 VinyZ
chlzoride-hexene-1 copolymers; § 121.2631
Microporous polymeric filters.'

The safety of a substance used in food-
contact articles may be reevaluated at
any time. Use of a prior-sanctioned sub-
stance may be prohibited or limitations
may be established-for its safe use under
section 402(a) of the act (21 U.S.C. 342
(a)) when the Commissioner determines
that such use may be injurious to health.
For a substance used pursuant to a food
additive regulation, under section 409 of
the act (21 U.S.C. 348) approval must
be revoked when a fair evaluation of the
data before the Commissioner fals to es-
tablish that the substance is safe under
its conditions of use. n the case of a sub-
stance that is neither prior-sanctioned
nor the subject of a food additive regula-
tion, use may continue only as long as
the substance is generally recognized as
safe.

The Commissioner has reviewed the
uses of vinyl chloride polymers in light of
(1) the available data concerning the
safety of vinyl chloride and (2) the like-

lihood of the migration of vinyl chloride
t6 food. Although testing for the car-
cinogenicity of vinyl chloride upon in-
gestion is not complete, the Commissioner
concludes, as discussed above, that suff-
clent data have been accumulated to es-
tablish the likelihood that It will be
shown to be carcinogenic and therefore
to require appropriate action to restrict
the use of vinyl chloride polymers. The
Commissioner concludes that the use of
vinyl chloride polymers should be pro-
hibited where there is a reasonable ex-
pectation of any migration of vinyl
chloride into food.

This conclusion Is consistent with the
requirements of the act for all uses of
vinyl chloride polymers, whether prior-
sanctioned, approved food additives, or
based on the assumption that they are
generally recognized as safe.

The Commissioner interprets section
402(a) of the act, which prohibits use of
food-contact articles that may render
food injurious to health, as requiring a
showing of both possible migration and
possible harm. The Commissioner con-
cludes that the criterion of migration In
section 201(s) of the act is appropriately
used in applying section 402(a) of the
act. Consequently, a poisonous or delete-
rious component of a prior-sanctioned
food-contact article comes within the
terms of section 402(a) of the act if it
may reasonably be expected to become
a component of food. Since the carcino-
genic potential of vinyl chloride upon in-
gestion is already sulilciently well docu-
mented to warrant a determination that
it may, If present, render food injurious
to health, the only prior-sanctoned uses
of vinyl chloride polymers that may con-
tinue to be authorized are those where
there is no reasonable expectation of
migration.

Because of the likelihood that vinyl
chloride is a carcinogen when ingested,
for uses approved by food additive-regu-
lations a fair evaluation of the data be-
fore the Commissioner fails to establish
their safety wherever there is reasonable
expectation that vinyl chloride will mi-
grate from the polymers into food. There-
fore, the only uses that may continue to
be approved are those where there is no
reasonable expectation of such migration.

For uses of vinyl chloride polymers
that have been generally recognized as
safe, when there is a reasonable expecta-
tion that vinyl chloride will migrate into
food, the evidence of potential carcino-
geniclty upon ingestion requires the con-
clusion that general recognition of their
safety does not exist. Thus, as in the uses
that are prior-sanctioned or approved by
food additive regulation, the only per-
missible uses are those where there Is no
reasonable expectation of such migra-
tion.

In considering whether particular
food-contact articles raise a reasonable
expectation of migration of vinyl chloride
Into food, the Commissioner has reached
several tentative conclusions upon which
this proposal is based.

The Commissioner concludes that there
is no reasonable expectation of migration
of vinyl chloride from thin plasticized

film because of the method of manu-
facture and the thickness of most film
used for wrapping food (approximately 1
mil). As discussed above, plasticzing the
film results in an article essentially free
of vinyl chloride, and there is no reason-
able expectation that any remaining
vinyl chloride actually migrates into
food.

The Commissioner also concludes that
there is no reasonable expectation of
migration of vinyl chloride from jar and -
bottle cap liners and gaskets. Polyvinyl
chloride cap liners and gaskets, which
have almost completely replaced the rub-
ber and cork materials formerly used, are
of two major types. Some are applied in
liquid form as a ring around the part of
the cap In contact with the container,
and others consist of a circular disc cut
from film and inserted so as to cover
completely the inside surface of the cap.
A majority of those types are plastisols
which are applied as liquid and are made
from paste resins containing finely
ground (1 micron or less) polyvinyl
chloride and plasticizer. These plastisols
contain about 100 parts polyvinyi chlo-
ride and 60 parts plasticizer. Other gal-
kets are made by combining these plasti-
sols with other polyvinyl chloride resins.
In addition to removal of residual vinyl
chloride In the plasticizingprocess, adi
tional vinyl chloride is thought to be re-
moved when the plastisol is heated to ap-
proximately 350" F for 5 to 8 minutes
during application. The small potential
for residual vinyl chloride that exists
after such processing, together ivith the
fact that a gasket has only limited con-
tact with. food, leads to the conclusion
that there is no reasonable expectation
of migration of vinyl chloride into food.
Similaxly, no migration may be expected
from cap Inserts cut from thinplasticlzed
film, for the reasons previously discussed.
Moreover, In the case of l cap liners
there will be only slight contact with
food. Considering these factors, the Com-
missloner concludes that there is no rea--
sonable expectation of migration of vinyl
chloride from cap liners.

Can coatings containing polyvinyl
chloride are primarily used on the inside
of beer and soft drink cans and, to a
much lesser extent, Inside food cans.
Most of the polyvinyl chloride used for
can coatings Is produced by the solution
polymerization process which produces
polyvinyl chloride with the lowest resi-
dual vinyl chloride content. After con-
version of the resin Into can coatings, no
residual vinyl chloride has been reported,
presumably because the thinness of the
applied film and the baking it has re-
ceived, at above 300 P, have caused the
removal of the residual vinyl chloride. In
such a case, it can be concluded that
there is no reasonable expectation of
migration of vinyl chloride into food.

Polyvinyl chloride flexible tubing,
ranging In internal iameter from 2 to 3
thousandths of an inch to 3 to 4 inches,
is highly plasticized. As previously dis-
cussed, It is thought that plasticization
reduces residual vinyl chloride content
to the point where there is no reasonable
expectation that any will migrate into
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food. In addition, flexible tubing Is gen-
erally used in applications where food
contacts the tubing only briefly and the
temperature of the food Is often low.
These circumstances further reduce the
possibility of any migration of vinyl
chloride.

Textryls incorporating vinyl chloride
polymers in accordance with § 121.2545
(21 CFR 121.2545) are nonwoven sheets
prepared from natural or synthetic fibers
and bonded with fibryls. The fibryls con-
sist of vinyl chloride-vinyl acetate copoly-
mer resin that is prepared by solution
polymerization, a process that has been
shown to result in less than 1 ppm vinyl
chloride in the resin. The fibryls are
formed by precipitating a solvent solu-
tion of the copolymer in water and then
washing the precipitate until all solvent
Is removed. The fibryl is commingled with
fibers prepared from polyethylene
terephthalate resins to facilitate sheet
formation and subsequently heat cured
to fuse the flbryl and effect bonding.
These procedures for manufacturing
textryls should result in a reduction of
level of the residual vinyl chloride to the
point that the Commissioner concludes
that their use would not reasonably be
expected to result in vinyl chloride be-
coming a component of food. -

Microporous polymeric filters used in
accordance with § 121.2631 (21 CFR 121.-
2631) are based on polyvinyl chloride
resins produced by solution polymeriza-
tion, which, as noted above, results in
low levels of residual vinyl chloride. The
filters are prepared by adding silicon
dioxide to a solvent solution of the res-
ins, resulting in "opening" of the resins
and further loss of residual vinyl chlo-
ride. The filter is formed by extrusion
,nd calendering followed by a hot water

wash to remove solvent. Each of these
stpps, together with the preuse treat-
mbnt rpqulred by § 121.2631, would re-
sult in a reduction of any remaining
vinyl chloride to the point that the Com-
missioner concludes that the use of ml-
croporous polymeric filters would not
reasonably be expected to result In vinyl
chloride becoming a component of food.

Adhesives containing vinyl chloride
polymers in accordance with § 121.2520
(21 CFR 121.2520) have no contact with
food except incidentally at the edges of
food-packaging materials. Because of
this slight contact, the Commissioner
concludes that the continued use of ad-
hesives containing vinyl chloride polym-
ers would not reasonably be expected to
result in vinyl chloride becoming a com-
ponent of food.

However, the data indicate that rigid
and semirigid polyvinyl chloride articles
intended to contact food (including bot-
tleg, blister paclis, boxes and pipe, ex-
cept as noted below for water pipe) may
transmit vinyl chloride to the food they
contact. Therefore, the Commissioner
finds that these uses can no longer be
permitted for contact with food.

The use of vinyl chloride polymers as
coatings for fresh citrus fruits, which is
permitted by § 121.1179 (21 CFR 121.-
1179), presents the possibility of inges-
tion of vinyl chloride because the poly-
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mers are applied directly to the fruit.
Therefore, the Commissioner concludes
that the available data do not demon-
strate'that this use is safe.

Because copolymers of vinyl chloride
might also be expected to contain resid-
ual vinyl chloride capable of migrating

-to food, this proposal applies to vinyl
chloride copolymers, as well as to the
homopolymer,'polyvinyl chloride.

In accordance with these conclusions,
the proposed regulations take the follow-
ing approach:

1. Prior-sanctioned uses of vinyl chlo-
ride homopolymers and copolymers as
coatings, gaskets, cap liners, flexible tub-
ing, and plasticized films would be Iden-
tified in regulations permitting their
continued use. This proposal identifies all
such prior sanctions known to the Com-
missioner. Persons aware of other prior-
sanctioned uses should submit proof of
the sanctions during the period for com-
ment on this proposal.

2. Prior-sanctioned uses of vinyl chlo-
ride homopolymers and copolymers in
semirigid and rigid applications would no
longer be permitted except in water pipe
as discussed below. This proposal would
amend § 121.106 (21 CFR 121.106) of the
regulations to so provide. Once these
proposed regulations become final, vinyl
chloride polymers could be used in semi-
rigid and rigid applications only after
approval of a food additive petition, sub-
mitted pursuant .to § 121.51 (21 CPR
121.51) of the regulations. In addition to
the other required information for a food
additive petition, data would be neces-
sary to demonstrate that there Is no
reasonable expectation that vinyl chlo-
ride will become a component of food.

3. Uses of vinyl chloride homopolymers
and copolymers as coatings, gaskets, cap
liners, flexible tubing, and plasticized
films that are not prior-sanctioned and
that are not subject to food additive
regulations are not expressly affected by
this proposal. Such uses could be con-
tinued if they are otherwise generally
recognized as safe. A petition to affirm
such uses as generally recognized as safe
may be submitted pursuant to § 121.40
(21 CFR 121.40).

4. Food additive regulations permitting
the use of vinyl chloride polymers would
be amended to permit the continued use
of these polymers as coatings (other than
those applied directly to food), gaskets,
cap liners, flexible tubing, pnd plasticized
films and to prohibit other uses except
in water pipe as discussed below.

5. Food additive regulations specifically
providing for the use of adjuvants in the
production of food-contact articles con-
taining vlnyl chloride polymers would be
amended to be consistent with the pro-
posed restrictions on the use of vinyl
chloride polymers.

At the time final regulations are Issued,
it may be necessary to define the classes
of permitted polyvinyl chloride food-
contact articles with greater particular-
ity. Thus, based on available data and on
information concerning theoretical pros-
pects of migration of vinyl chloride, spec-
Ifications for permitted articles might be
established in terms of thickness, degree

of plasticization, method of polymeriza-
tion used, vinyl chloride content of the
"compound" used, heat applied during
processing, and similar criteria. Com-
ments should include all available data
and information that help to identify
particular applications and specifications
that assure no reasonable expectation of
migration. The Commissioner advises
that at the time the final regulations are
issued, based on such data and informa-
tion, it may be appropriate to restrict or
eliminate uses that are here proposed to
be continued.

Determining whether any food pack-
aging component, such as vinyl chlorld6,
is reasonably expected to become a com-
ponent of food necessarily involves fine
Judgment, for which precise standards
cannot be articulated. If there Is no de-
tectable vinyl chloride In a food-contact
article, and there are no detectable
extractives of vinyl chloride from the
article into food-simulating solvents,
and there Is a sound theoretical basis
for predicting no migration below the
detectable level, e.g., the article Is plas-
ticized or contact with food Is slight, the
Commissioner concludes that there Is no
reasonable expectation of migration.
Where vinyl chloride is detected at a
very low level in the food-contact article,
It may nevertheless be possible t& con-
clude that there Is no reasonable expec-
tation of migration into food based on,
theoretical considerations peculiar to
the particular prodpct and use. The
Comnissioner advises that the detection
of vinyl chloride extractives In food-
simulating solvents under testing condi-
tions appropriate for food-'contact arti-
cles indicates that the residual vinyl
chloride in the article may reasonably be
expected to migrate into food. The Com-
missioner concludes that testing con-
ducted with food-simulating solvents Is
an appropriate method for ascertaining
the likelihood of migration from a food-
contact article to food. Because of ana-
lytical difficulties, food often cannot be
reliably tested for evidence of migration.
For this reason, food-simulating solvents
have long. been used both by Industry
and FDA to test food-contact articles.

The Commissioner is aware that the
technology for reducing the amount of
vinyl chloride n vinyl chloride polymers,
or eliminating It altogether, Is improving
rapidly and that major advances not
known to FDA may have been made
within recent months. Thus, additional
classes of food-contact articles may exist
for which It can be concluded that there
is no reasonable expectation that vinyl
chloride would migrate into food. Com-
ments on this proposal suggesting that
such articles do exist should include
data, analytical methodology used, and,
a theoretical analysis of the expectation
of migration.

In the case of polyvinyl chloride po-
table water pipe, the Commissioner con-
cludes that the data available at this
time indicate that vinyl chloride may not
reasonably be expected to be present in
water drawn from a polyvinyl chloride
water pipe system. Although data from
the testing of polyvinyl chloride water
pipe containing static water have shown
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migration of vinyl chloride, no vinyl
chloride has been detected In samples
of water drawn from operating poly-
vinyl chloride potable water pipe. It is
likely that static testing does not rea-
sonably assess the likelihood of the
presence of vinyl chloride in water. It is
proposed that an interim period of time
be provided for the continued use of
polyvinyl -chloride water pipe, pending
development of data from tests appro-
priate for the determination of the po-
tential for the presence of vinyl chloride
in water drawn from a polyvinyl chldride
potable water pipe system.

Under the proposal, polyvinyl chloride
water pipe would be subject to the pro-
visions of § 121.4000 (21 CFR 121.4000),
concerning food additives approved on
an interim basis. Within 60 days follow-
ing the effective date of a final regula-
tion, an interested person would be re-
quired to satisfy FDA that studies have
been undertaken to determine whether
vinyl chloride may reasonably be ex-
pected- to be present in water drawn
from a system containing polyvinyl
chloride pipe. If no such commitment
were made, or adequate and approlriate
studies were not undertaken, the regu-
lation permitting continued use of poly-
vinyl- chloride water pipe would be"
revoked.

This announcement provides 60 days
for public comment, after which time
the coeiments will be reviewed and final
regulations Issued. The Commissioner
proposes that the regulations become
effective 30 days after their promulga-
tion as final regulations. No recall of
affected articles is now anticipated to be
necessary. The Commissioner concludes
that the hazard to the public health Is
not so immediate as to warrant issuance
of these regulations without opportunity
for public comment or to require recall
and destruction of foods already pack-

-aged. The continued use of installed
equipment having food-contact surfaces
composed of vinyl chloride polymers
would be permitted; any residual vinyl
chloride is likely to have dissipated to
the atmosphere during the period of
service.

These proposed regulations deal only
with vinyl chloride contamination of
food. The Commissioner plans to issue
additional announcements in the near
future concerning cosmetics, drugs, and
medieal devices. Also, the proposed regu-
lations would not immediately affect the
status of vinyl chloride polymers used
in food-contact articles in the household,
food service establishments, and food dis-
pensing equipment, Such articles are the
subject of a notice published in the Ftm-
ERAL RGisTER of April 12, 1974 (39 FR
13285) * and they will be evaluated In ac-
cordance with the terms of that notice.
-- The Commissioner has carefully con-
sidered the environmental effects of the
proposed regulations and, because the
proposed action would not significantly
affect the quality of the human environ-
ment, has concluded that an environ-
mental impact statement is not required.
The Commissioner has also carefully con-
sidered the inflation Impact of the pro-

posed regulations, and has found that the paragraph (b) (3). and deleting the ref-

proposed action would not cause a major erence to paragraph (b) (3) fronm para-
Inflation impact as defined In OMB Cir- graph (b) (4).
cular A-107. Therefore, no Inflation Im- 2. By adding the following new sec-

pact statement Is required. At the time tion to Subpart E, to read as follows:

additional announcements concerning §121.2009 Vinyl chloride polymer
cosmetics, drugs, and medical devices are resins.
issued, these conclusions will be reevalu-
ated. Data and Information concerning Polyvinyl chloride resins consist of
environmental and inflation Impact may basic resin produced by the polymeri-

be submitted as a comment on this pro- zation of vinyl chloride. Polyvinyl chlo-

posal. Copies of the FDA environmental ride basic resins have a mnadmum vola-

and inflation impact assessments are on tility of not over 3 percent when heated

file with the Hearing Clerk, Food and for 1 hour at 105* C, as determined by

Drug Administration. ASTM Method D 3030-721 and an in-

A petition to ban the use of polyvinyl herent viscosity of not less than 0.35 as
chloride In food packaging was received determined by ASTM Methods D 1243-.

by the Commissioner on July 7,1975 from 66? Vinyl chloride copolymer resins are

Public Citizen's Health Research Group, the polymers produced by the copolym-

2000 P St., NW., Washington, IDC 20036, erlzation of vinyl chloride with other

as this proposal on the use of vinyl chlo- monomeric substances. Vinyl chloride

ride polymers was being prepared. Each homopolymers and copolymers may be

of the petitioner's comments has been safely used as follows:

considered In the drafting of this docu- (a) Coatings. (1) Polyvinyl chloride

.ment. A letter will be sent to the peti- for use as a can enamel.
tioner responding to the petitlo (2) Vinyl chloride-vinyl acetate co-

Copies of the reports and data referred polymer for use as a can enamel.

to above are on file at the office of the (3) VIn7l chloride-butadlene-acrylo-

Hearing Clerk. Food and Drug Adminis- nltrile copolymer for use as a component

tration, m. 4-65, 5600 Fishers Ln, of conveyer belts ntended for use with

Rockville, M-D 20852. fresh fruits, vegetables, and fish, and

Published elsewhere In this e of as a component of coatings of paper and

the FEDERAL REar Is a notice with- paperboard In contact with meat and

drawing a proposal to add § 121.2009 (21 lard. I

CPR 121.2009) and teimnnatlng the rule (4) Vinyl'chloride-vlnyldene chloride

making proceeding on the-use of poly- copolymer for use as a liner, I.e., coating,
vinyl chloride resin in articles for use for steel pipe.viny chorie rsinIn rtilesforuse (b) Plasticized films, (1) Polyvinyl
in contact with alcoholic foods, which chloride for use i n plascized film. in

was begun on May 17,1973 (38 FR 12931). cori fo od.

Therefore, under the Federal Food, contact with food.Therfor, uner he ederl Fod, (2) Vinyl chiorlde-butadiene-acrylo-
Drug, and Cosmetic Act (Rcs. 201 (s), 402, n(2)lle copolymer for use in plasticized

409, 701, 52 Stat. 1042, 1046-1047 as minncntactwitholeomargartine
amended, 1049. 1055 (21 U.S.C. 321(s), (3) Vinyl chlcride-vinylidene chloride
342. 348. 371) ) and under authority dele- copolymer for use in plasticzed flo in

gated to him (21 CFR 2.120), the Com- contae with food.

missioner proposes to amend Part 121, as 4 Vinyl chloride-vinyl acetate co-

follows: polymer for use In plasticized film in con-
1. In § 121.106 by adding new para- tact with food.

graph (e) (4) as follows: 3. In § 121.2507, by amending para-

§ 121.106 Substances prohibited from graph (C) by revising the entry in the
use in human foodi list of substances for "polyvinyl chlo-
, 0 a . . rlde" to read as follows:

(e) "* § 121.2507 Cellophane.
(4) Vinyl chloride. (I) Vinyl chloride .

has the molecular formula CzMC. it is ( * *

a synthetic chemical not found in natural
products and has been used In the pro- "
duction of polymeric substances that Limitations
may contact food. 0 1 • *

(1i) Food containing any added or de- Polyvinyl chloride._ As the basic polymer
tectable level of vinyl chloride is deemed for use oty i cost-
to be adulterated in violation of the act. Ing&

(li) The use in food-contact articles * * * *

of vinyl chloride homopolymers and co- 4. In I 121.2511, by amending para-
polymers is prohibited, except that such graph (b) by revising the listing entries
use s not prohibited: - far "diyclohexyl phthalate" and -di-

(a) In coatings, gaskets, cap liners, phenyl phthalate" to read as follows:
flexible tubing, and plasticized films It
such use is otherwise In accordance with § 121.2511 Plasticizers in polymeric
the requirements of the act and this substance&
chapter; or * * * *

(b) If specifically permitted in this
part. b)

§ 121.1179 [Amneuded]
I1opes may be obtained from: Americau

la. In § 121.1179 Coatings on Irel o~ Sciety for Testing and Materials, 1916 Raw
citrus fruit by deleting and reserving St, Pbnadelpha PA 19103.
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used In contact
with food at tem-
peratures not to
exceed room tem-
perature and shall
contain no more
than 10 percent

by weight of total
phthalates. cal-
culated as phthal-
lc acid.

1. As provided in
§ 1212520.

2. Alone or in com-
bination ,with
other phthalates.
in plastic film pre-
pared from poly-
vinyl acetate,
polyvinyl chloride,
and/or vinyl chlo-
ride copolymers
complying with
§ 121.2521 or in
plastic-sheet pre-
pared from poly-
vinyl acetate.
Such plastic film
or sheet shall be
used in contact
with food at tem-
peratures not to
exceed room tem-
perature and shall
contain no more
than 10 percent
by weight of total
phthalates, calcu-
lated as phthalio
acid

* a * * S

5. In § 121.2521, by redesignating the
present paragraph (f) as paragraph (g)
and adding u new paragraph f) as
follows:

§ 121.2521 Vinyl chloride-propylene co-
polymers.
* * 4 * *

(f) Vinyl chloride-1sropylene copoly-
mers may be used only in coatings,
gaskets, cap liners, flexible tubing, and
plasticized films. and in water pipe as
permitted by § 121.4009.

* S * * S

6. In § 121.2541, by adding a new par-
agraph (e) to read as follows:

§ 121.2541 Emulsifiers and/or surface-
active agents.

§ 121.2566 Antiox
lizers for polyn

(b) List of substa

4,4'-Isopropyidene-
diphenol alkyl
(Cie-C5)
phosphites; the
phosporus content
is in the range of
5 2-5.6 weight
percent.

Dicyclohexyl
phthalato.

idants and/or stabi- (c) The finished food-contact article
ets. is in the form of coatings, gaskets, cap

. • liners, flexible tubing, plasticized films,
or water pipe as permitted by § 121.4009.

mnces, 11. In § 121.2605, by revising the intro-
Limitatio s ductory text of paragraph (a) to read as

, * a follows:
For use only at levels § 121.2605 Polyhydric alcohol diesters

noecetbeigh of oxidativcly refined (Gershtoffen
percent by weight process) montan wax acidi.

chloride as provided
in § 121.4009 for
water pipe and/or
rigid vinyl chloride
copolymers comply-
ing with §§ 121.2521.
121.2608, or 121.2609.

* * * - *

(c) The use-of the antioxidants and/or
stabilizers in any polymeric substance or
article subject to, any regulation in this
Subpart F must comply with any specifi-
cations and limitations prescribed by
such regulation for the finished form of
the substance or article.

8. In § 121.2591 by, amending para-
graph (a) (2) by revising the listing entry.
for "vinyl chloride" and amending para-
graph (a) (4) by revising the listing en-
tries for "polyvinyl chloride," "vinyl
chloride copolymers complying with
§ 121.2521," and "'vinyl choride-vinyl
acetate copolymers" to read as follows:

§ 12

(V
(2

mitt

wat
Vin,
Vitt:
pen

(onl
§ 12

9.
due

(a) The polyhydric alcohol diesters
Identified in this paragraph may be used
as lubricants in the fabrication of vinyl
chloride plastic food-contact articles
(coatings, gaskets, cap liners, flexible
tubing, plasticized films, and water pipe
as permitted by § 121.4009) prepared
from polyvinyl chloride and/or from
vinyl chloride copolymers complying with
§ 121.2521. Such diesters meet the follow-
ing specifications and are produced by
partial esteriflcation of oxidatively re-
fined (Gersthoffen process) montan wax
acids by either ethylene glycol or 1.3-bu-
tanediol with or without neutralizatol
of unreacted carboxylic groups with
calcium hydroxide:

12. In § 121.2608, by revising para-
graph (e) to read as follows:
§ 121.2608 Vinyl clloride-lauryl vinyl

ether copolymers.

1.2591 Semirigid and rigid acrylic (e) Other specifications and limita-
and modified acrylcas . tons. (1) Vinyl chloride-lauryl vinyl

* * * * ether copolymers may be used only in
L) . * * coatings, gaskets, cap liners, flexible

* * * tubing, and plasticized films, and In water

nyl chloride (only in water pipe as per- pipe as permitted by § 121.4009.
ed by § 121.4009). (2) The vinyl chloride-lauryl vinyl
. .* . . ether copolymers Ideptifled in and com-

* Polyvinyl chloride (only in plying with this section, when used as

er pipe as permitted by § 121.4009). components of the food-contact surface

yl chloride copolymers complying of any article that Is subject to a regula-

§ 121.2521 (only in water pipe as tion in Subpart F of this Part 121, shall

nitted by § 121.4009). comply with any specifications and lim-

nyi chlorlde-vinyl acetate copolymers tations prescribed by such regulation for
y in water pipe as permitted by the article in the finised form in which
.4009). - it Is to contact food.
. • • • * 13. In § 121.2609 by redesignating

In § 121.2597 by revising the Intro- paragraph f) as paragraph (g) and add-
tory paragraph to read as follows: Ing a new paragraph f) -as follows:
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Limnitatio (e) The use of the emulsifiers and/or
, surface-active agents in any polymeric
For use only: substance or article subject to any regu-

1. As provided in lation in this Subpart F must comply
§§ 121.2507. 121.- with any specifications and limitations
2520, 121.2526, and prescribed by such regulation for the
121.2571. finished ford of the substance or article.

2. Alone or in corn- 7. In §121.2566, (1) by amending par-
bination with agraph (b) by deleting the listings for
In plastic film "hydrogenated 4,4 - isopropylldenedi-

prepared from phenol-phosphite ester resins produced
polyvinyl acetate, by the condensation of 1 mole of tri-
polyvinyl chloride, phenyl phosphite and 1.5 moles of hydro-
and/or vinyl genated 4,4' - isojhropylidenediphenol"
chloride copoly- and "poly[ (1,3-dibutyldistannthlanedlyl-
mers complying idene)-1,3-dithio] having the formpla
with § 121.2521 or
in plastic sheet [C.H, Sn.zS]. (where n averages 1.5-2),
prepared from and by revising the listing for "4,4-iso-
polyvinyl acetate. propylidenediphenol alkyl (Cu-C,) phos-
Such plastic film phites" and, (2) by adding a new para-
or sheet shall be graph (c) to read as follows:

§-121.2597 Polymer modifiers in senil-
rigid and rigid vinyl chloride plastics.

The polymers Identified in paragraph
(a) of this section may be safely ad-
mixed, alone or In mixture with other
permitted polymers, as modifiers In rigid
vinyl chloride plastic food-contact ar-
ticles prepared from vinyl chloride homo-
polymers for use as provided in § 121.4009
for water pipe and/or from vinyl chlo-
ride copolymers complying with § 121.-
2521, § 121.2608, and/or § 121.2609, In
accordance with the following prescribed
conditions'

10. In § 121.2602 by adding a new par-
agraph (c) to read as follows:

§ 121.2602 Octyltin stabilizers in vinyl
chloride plastics.
* * * $ *

0 0
Diphenyl phthalate-
For use only:
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§ 121.2609 Vinyl chloride-ethylene co.
polymers.

(f) Vinyl _chloride-ethylene copoly-
mers may be used only in coatings, gas-
kets, cap liners, flexible tubing, and plas-
ticized films, and in water pipe as per-
mitted by § 121-4009.

14. In § 121.2623 by revising Paragraph
(c) to read as follows:
§ 121.2623 Vinyl dhloride-hexene-1 co-

polymers.

(c) Other specifications and Zimita-
tions. (D The vinyl chloride-hdxene-1 co-
polymers identified in this section may be
used In coatings, gaskets, cap liners, flex-
ible tubing, plasticized films, and in water
pipe as permitted by § 121.4009.-

(ID The vinyl chloride-hexene-1 co-
polymers identified In and complying
with this section, when used as compo-
nents of the food-contact surface of any
article that is subject to a regulation in
Subpart F of this Part 121, shall comply
with any specifications and limitations
prescribed by such regulations for the
article in the finished form in which it is
to contact food. - -

15. In Subpart H, by adding a new
§ 121.4009, to read as follows:

§ 121.4009 Vinyl chloride polymers.
(a) Vinyl chloride polymers may be

safely used as a component of water pipe
on an interim basis, pending the out-
come of studies to determine whether
vinyl chloride may reasonably be ex-
peeted to be present, at the time of con-
sumption, In potable water drawn from
a system ut zing such pipe. The con-
tinued use of vinyl chloride polymers In
water pipe is subject to the cenditions In

(b) Within 60 days of the effective date
of this regulation, an interested person
shal satisfy the cemmissloner in writing
that studies have been undertaken that
are adequate and appropriate to ap-
praise the potential for the presence of
vinyl chloride in potable water drawn
from a system utilizing water pipe con-
taiing vinyl chloride polymers. These
studies shall Include: (1) Determination
of the lowest attainable level of residual
vinyl chloride in potable water pipe, (2)
an investigation of the relationship be-

.tween residual vinyl chloride n water
pipe and the amount of vinyl chloride
that may be present in water in such pipe
under static conditions, and (3) an In-
vestigation of the level of vinyl chloride
that may be present in water drawn from
such a system.

Interested persons may, on or before
INovember 3, 1975. submit to the Hearing
Clerk, Food and Drug Administration,
Rm. 4-65, 5600 Fishers Lane, Rockville,
MD 20852, written comments regarding
this proposal. Comments should be filed
in quintuplicate (except that Individuals
may submit single copies), and should be
identified with the Hearing Clerk docket
number found in brackets In the head-
ing of this document. Received coniments

may be seen In the above office Monday
through Friday, from 9 am. to 4 p.m.,
except on Federal legal holidays.

Dated: August 27, 1975.
A. M. SCHinDT,

Commissioner of Food and Drugs.
[FR Doo.75-23241 Filed 8-29-75;8:45 am]

Social Security Administration
(20 CFR Part 405]

IReg. No. 5]

FEDERAL HEALTH INSURANCE FOR
AGED AND DISABLED

Proposed Conditions of Participation by
Clinics, Rehabilitation Agencies, and
Public Health Agencies

Correction
InTl Doc.75-16036 appearing at page

25938 in the Issue of Thursday, June 19,
1975, a line was dropped from paragraph
(p) of § 405.1730(b) in the first column
of page 25943. Timmedlately preceding the
word "rehabilitation" in the third line of
(p) insert "furnished by a provider of
services, a clinic,".

DEPARTMENT OF
TRANSPORTATION

National Highway Traffic Safety
Administration

r49CFRPart57l]
[Dockot 75-22; Notico 21

EXTERIOR MOUNTED BICYCLE
CARRIERS

Advance Notice of Proposed Rulemaldng
This Is an advance notice of proposed

rulemaking, issued to solicit comments
and inform=tion concerning hazards re-
sulting from bicycle carriers mounted on
the exterior of motor vehicles.

The Public Interest Research Group
has petitioned the National Highway
Traffic Safety Administration (NHTSA)
to Jssue an advance notice of proposed
rulemaking concerning exterior mounted
bicycle carriers. The NHTSA believes
that the request of the petitioner has
merit, and that the protection derived
from Federal Motor Vehicle Safety
Standard No. 215, Exterior Protection (49
CPR 571.215), and future standards re-
lating to pedestrian safety could be de-
graded by hazardously designed motor
vehicle bicycle carriers.

Initial applicability of this proposed
rulemaking is Intended to encompass bi-
cycle carriers for use with passenger cars,
multipurpose passenger vehicles, trucks
and buses with GVWR of 10,000 pound3
or less.

The NHTSA Is contemplating a rule
which will:

1. Require all mounting hardware to
be Installed in such a manner as to mini-
mize any hazard to pedestrians.

2. Reduce or eliminate sharp edges on
bicycle carriers.

3. Prohibit bicycle, support arms from
projecting beyond a specified distance
from the exterior surface of the vehicle

when the bicycle Is not being transported.
4. Label all carriers to warn against

installation on the front of vehicles.
Information concerning the following

areas is specifically requested:
1. The extent of fatalities, injuries,

and property damage resulting from ex-
terior mounted motor vehicle bicycle car-
riers while the vehicle is either moving
or parked.

2. Safety and hazard factors found In
current designs for exterior mounted mo-
tor vehicle bicycle carriers. _

3. Economic and other relevant data
concerning bicycle carrier volume of
sales, average unit price, number of man-
ufacturers, and other similar information
concerning market characteristics.

4. Motor vehicle insurance rates and
coverage for vehicles equipped with ex-
terior mounted bicycle carriers.

Interested persons are invited to sub-
mit information, views, and arguments
on the areas described and on the gen-
eral subject of exterior mounted motor
vehicle bicycle carriers. Commentashould
refer to the docket number and be sub-
mitted to: Docket Section, National
Highway Traffic Safety Administration,
Room. 5108, 400 Seventh Street, SW.,
Washington, D.C. 20590. It is requested
but not required that 10 copies be sub-
mitted.

All comments received befor _the close
of business on the comment closing date
indicated below will be considered, and
will be available for examination In the
docket at the above address both before
and after that date. The NHTSA will
continue to file relevant material as it
becomes available In the docket after the
closing date, and It is reeommendied that
nterested persons continue to examine

the docket for new material.
Comment closing dak. Deeember 2,

1975.
Proposed effective date. 1 year after

publication of rule.
(SecS. 103, 129, Pub. L. 89-563, 80 Stat. M16
(15 U.S.C. 1392, 1407): sec. 202. Pub. L. 92-
513, 86 Stat. 947 (15 U.S.C. 1912); delega-
tiar of authority at 49 CPR 1.51 and 501.8.)

Issued on August 27,1975.
ROBERT I. CAnsz,

Associate Administrator,
Motor Vehicle Programs.

IFRDoc.75-2328efFried 8-2-75;8:45 am]

DEPARTMENT OF LABOR
Wage and Hour Division

[29 CFR Parts 603,608,609,687]
[Admlnbtrative Order No. 639]

INDUSTRY COMMITTEES FOR
INDUSTRIES IN PUERTO RICO

Changes in Order of Hearings of Industry
Committees in Puerto Rico

- Administrative Order No. 638, 40 FR
18519, set forth the order of hearings by
Industry Committees-Nos. 127-A through
127-D and Nos. 128-A through 128-F.
At the request of certain interested par-
ties and the agreement of other major
parties and pursuant to the authority
vested In me under section 5 of 'the
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Fair Labor Standards Act of 1938 (29
U.S.C. 205), Reorganization Plan No. 6
of 1950 (3 CFR 1949-53 Comp., p. 1004)
and 29 CF R part 511, the order of hear-
ings of Industry Committees Nos. 127 and
128 is hereby changed as follows:

1. On October 14, 1975, the hearing
of Industry Committee No. 127-Dl for
the Gloves and Mittens Industry will fol-
low the hearing of Industry Committee
No. 127-A-and the hearing of Industry
Committee No. 127-B for the Hosiery
Industry is changed to follow that of
Committee No. 127-C, Accordingly, the
sequence of hearings will be 127-A, D, C
and B.

2. On October 28, 1975, the hearing
of Industry Committee Np. 128-B for the
Handkerchief, Scarf and Art Linen In-
dustry will commence first and be imme-
diately followed by the hearing of In-
dustry Committee No. 128-A for the
Women's and Children's Industry. Ac-
cordingly, the sequence of hearings ivill
be 128-B, A, C, D, E and F.

The hearings of the other Industry
Committees remain unchanged as do the
dates for filing prehearing statements,
namely, October 4, 1975, for matters to
be considered by Industry Committees
No. 127, and October 18, 1975, for those
to be considered by Industry Committee
No. 128.

Signed at Washington, D.C., this 28th
day of August, 197 .

JoH. T. DuNtop,
Secretary of Labor.

[FR Doc.75-23333 Fled 9-2-75;8:45 am]

ENVIRONMENTAL PROTECTION
AGENCY

[40 CFR Part 142]
[FEL 424-4]

DRINKING WATER STANDARDS IMPLE-
MENTATION AND STATE PROGRAM
GRANT REGULATIONS

Extension of Time for Comments
On August 7, 1975, -the Administrator

of the Environmental Protection Agency
(EPA) proposed regulations pursuant to
the Public Health Service Act as amend-
ed by the Safe Drinking Water Act, for
implementation of national interim pri-
mary drinking water standards and for
grants to support State public water sys-
tem supervision programs. Public hear-
ings on the proposed regulations were
scheduled for San Francisco, California,
on September 3, and for Washington,
D.C. on September 5. [40 PR 33224]

EPA has "received a request from the
Environmental Defense Fund, the Com-
mittee on Environmental Program and
Projects of the League of Women Voters,
and the Commission for the Advance-
ment of Public Interest -Organizations
for a 21-day extension of time for writ-
ten comments and for the scheduling of
additional, later public hearings. The
request indicates that the extension of
time and additional hearings are needed
to permit broader public participation in
the rulemaking proceeding.

The proposed regulations have already
been reviewed by EPA staff members

with the National Drinking Water Ad-
visory Council, numerous State repre-
sentatives and members of public inter-
est organizations. The public hearings
were scheduled despite the fact that they
are not required by the Safe Drinking
Water Act or the Administrative Pro-
cedure Act, because EPA wishes to en-
courage public comments on these regu-
lations.

There are, however, serious time re-
straints on the promulgation of these
regulations. Section 1413(b) of the Pub-
lic Health Service Act requires that the
portion of the implementation regula-
tions dealing with State primary en-
forcement authority be promulgated by
September 11, 1975. As it is, that date
will not be met. Moreover, in order to
fulfill the Congressional intent that the
States assume principal responsibility
for enforcement of primary drinking
water regulations, It is critical that the
implementation and grant regulations be
promulgated as soon as possible. Early
promulgation is necessary to allow the
States to develop programs qualifying
for primary enforcement responsibility
in time to exercise that responsibility by
the effective date/of -the interim primary
drinking water regulations.

Because of these .time restraints, it is
not possible to grant the request for later
hearings, or to grant the full 21-day ex-
tension of time requested for written
comments. However, EPA does continue
to believe that it is important that these
proposed regulations receive as much
public scrutiny and comment as possible.
Accordingly, there exists good reason for
a two-week extension of time for the fil-
ing of written comments. EPA hereby ex-
tends the period for filing written com-
ments on the proposed regulations to
close of business on September" 29, 1975.

Written comments regarding the pro-
posed regulations shall be submitted in
triplicate to the Office of Water Supply
(WH-450), Environmental Protection
Agency, Washington, D.C. 20460, Atten-
tion: Comment Clerk, Drinking Water
Standards Implementation and Grant
Regulations.
Secs. 1413, 1414, 1415,,1443, 1445, 1449 and
1450 of the Public Health Service Act, as
amended by the Safe Drinking Water Act,
Pub. L. 93-523, 42 U.S.C. 300f et seq., 88 Stat.
1660.

Dated: August 27, 1975.
JAsEs L. AGEE,

Assistant Administrator for Water
and Hazardous Materials.

[FR Doc.75-23348 Filed 9-2-75;8:45 am]

[40 CFR Part 1621
[FL 394-6; OPP-300031

PESTICIDE PROGRAMS
Regulations for State Registration of

Pesticides-To Meet Special Local Needs
Notice is hereby given that, pursuant to

the authority of section 24(c) and section
25 (a) of the Federal Insecticide, Fungi-
cide, and Rodenticide Act, as amended
(hereinafter referred to as "FIFRA" or
".the Act") the Administrator of the En-

vironmental Protection Agency ("EPA")
proposes to amend 40 CFR Part 162 by
establishing a new Subpart B prescribing
regulations applicable to State registra-
tion of pesticides to meet special local
needs. The proposed regulations aro set
forth below. These proposed regulations
arerelated to, and should be read in con-
junction with, the proposed regulations
applicable to State Issuance of experi-
mental use permits, which appear else-
where in this Issue of the FrDnrtAL Rto-
ISTER (40 FR 40545).

STArUronY AuTonrrv

Authority for State registration of pes-
tlldes is provided by section 24(c) of
FIFRA, as amended, which, In Its en-
tirety, reads as follows:

A State may provide registration for pes-
ticides formulated for distribution and uro
within that State to meet Spoclal local needs
if that State Is certified by the Administra-
tor as capable of exercising adequato controls
to assure that such lreglstratlon will be In
accord with the purposes of this Act and If
registration for such use has not previously
been denied, disapproved, or canceled by the
Administrator. Such registration shall be
deemed registration under Section 3 for all
purposes of this Act, but shall authorizo
distribution and uso only within such State
and shall not be effective for more than 00
days if disapproved by the Administrator
within that period.

BACKGROUID

Prior to the enactment of the 1072
amendments to FIFRA, pesticides told.
distributed, and used entirely on an in-
trastate basis were not subject to Fed-
eral regulation. They were solely within
the province of State regulatory activity,
The Act, as amended, requires EPA regis-
tration of all pesticides, whether sold or
distributed in) interstate or Intrastate
commerce. EPA regulations applicablo to
registration under section 3 of the Act
were published on July 3, 1975 (40 FR
28241). These final regulations are desig-
nated as 40 CFR Part 162, Subpart A,

In providing for EPA registration for
all pesticides, the Congress recognized
that there are many pesticide uses, par-
ticularly on minor pests and specialty
crops, for which EPA registration has not
been, and probably will not be requested,
In many instances, this situation reflects
the fact that pesticide manufacturers or
formulators consider the cost of seeking
and obtaining EPA registration of such
uses to be disproportionate to potential
profitability. Nevertheless, farmers and
others rely on such minor uses as solu-
tions to many locally important pest
problems. In addition, It was recognized
that there often are local conditions
necessitating deviations from an EPA
approved label for purposes of effective
pest control or environmental protection.

The legislative history of the 1972
amendments plainly indicates that It was
the intention of the Congress that sec-
tion 24(c) be employed to help deal with
minor or local use problemS. Specifically,
Senate Report No. 92-838, filed by the
Committee on Agriculture and Forestry,
dated June 7, 1972, said:

The purpose of this subsectlon Is to give
a State the opportunity to moot oxpeditiouoly
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and with less cost and administrative burden
on the registrant the problem of registering
for local use a pesticide needed to treat a
pest Infestation which is a problem In such
State but is not sufficiently widespread to
warrant t-e expense and difficulties of Fed-
eral registration.

This view was reemphasized in Part II
of Senate Report No. 92-838, dated Octo-
ber 3, 1972. A similar explanation of the
purpose of section'24(c) appeared In the
House of Representatives Report No. 92-
511, dated September 25, 1971.

SPECIAL LocAL NEED
FIFRA, as amended, no longer exempts

intrastate products from its registration
requirements. The previously quoted pas-
sage from Senate Report No. 92-838
clearly indicates that State registration
is intended solely to provide a means of
dealing with problems that arise, in part,
because of gaps in EPA registrations. Ac-
cordingly, the proposed regulations de-
fine "special local need" in terms of the
existence, safety and efficacy, and avail-
ability of EPA-registered pesticide prod-
ucts. Thus, where there is an existing or
expected local or minor pest problem, a
State agency certified under section 24
(c) should be permittedto register one or
more pesticide products under the follow-
ing circumstances:

There is no EPA-registered pesticide
product for the use in question, or

There is an EPA-registered pesticide
product, but it is not available, e.g., cpn-
not be obtained in sufficient quantity, or

There is an EPA-registered pesticide
product which, nominally, is suitable
but, if used in accordance with the label,
would not be as safe or as efficacious
under the local conditions.

It should be noted that "special lcal
need" is defined so as to allow certified
State agencies to register products con-
taining plant regulators, defoliants, and
desiccants as well, provided the registral.
tion satisfies one or more of the forego-
Ing criteria.

Where a State agency-issues a regis-
tration on the ground that no EPA-reg-
istered pesticide product would be safe or
efficacious under the conditions of use
within the State, the State agency should
be prepared to show that the pesticide
product(s) it has registered will, in fact,
-be more effective or less hazardous.
Where there is any question, EPA will
request supporting information under
§ 162.156(a) of the proposed regulations
and will disapprove a State registration
if the claims for it cannot be substanti-
ated-

States are urged to examine the pro-
posed definition of "special local need"
in the -context of the proposed regula-
tions, as a whole. EPA believes that, in
this-context, it will be apparent that the
definition is sufficiently broad to enable
States, to take care of many minor uge
problems (although it is recognized that
the tolerance requirements of the Fed-
eral Fbod, Drug, and Cosmetic Act often
will.be allimiting factor).

PROPOSED RULES

It should be noted that the terms
'"PA-registered" and "registered by
EPA," throughout the propose regula-
tions, refer to registrations originally Is-
sued by EPA (as distinguished from State
registrations which become Federal reg-
istrations if not disapproved by EPA).
This means that a State will be allowed
to register more than one product to meet
a special need.

The proposed regulations are designed
to facflitdte State issuance of speclflc
types of registrations; however In accord-
ance with the purposes and provisions
of the Act, the proposed regulations set
forth a number of limitations on the
types of registrations which States may
be authorized to Issue. States will not be
authorized to register pesticides contain-
ing active or inert ingredients not con-
tained in any EPA-registered products.1
It is the Agency's belief, based upon Its
Congressional mandate to protect man
and the environment, that the decision
to permit the introduction of new chemi-
cals into the environment should be made
by the Administrator. This is not to imply
that a State could never obtain the tech-
nical capability to perform the review
which the Administrator must undertake
pursuant to section 3, FIFRA. to register
a product containing a new chemical
But even if such detailed review were per-
formed by a State, the Administrator
would have to perform the same indepth
review of such registrations, pursuant to
his disapproval authority under section
24(c). This would result In duplication
of efforts with the attendant duplicative
costs. Additionally. EPA believes that pes-
ticide producers would seldom seek State
registration for a product containing a
new chemical if, for the same effort, It
can obtalta Federal registration and the
increased market that accompanies such
a registration- Accordingly. were States
so authorized, they would be required to
maintain extensive technical staffs whose
services would be utilized on an occa-
sional basis.

States will also not be authorized to
Issue registrations for pesticide products
affected by suspension or cancellation
action based on human health, environ-
mental, or efficacy considerations; or
Pesticide products formerly denied regis-
tration by EPA. In this regard, the pro-
posed regulations provide that States may
not register products affected by cancel-
lation or suspension actions of the types
specified, except where specifically per-

2 There may appear to be an InconusLtency
between the prohibition on State rcgs-tratlon
of products containing active or Inert Ip-
gredlents not contained in any EPA-regis-
tered products and the po.alblity of State
registration of a "new product". In the con-
text of EP&regLtration procedure3, the term
"now product" includes more than those
products containing now chemicals. t also
Includes dupllcative products of other pro-
ducers as well as products containing the
same active and Inert Ingredients but In dif-
ferent proportions.
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mitred to do so by the Administrator!
A requirement that uses which may re-
sult in residues on or in food and feed
be covered by necessary tolerances, ex-
emptions, or other clearances in accord-
ance with the Federal Food, Drug, and
Cosmetic Act (21 US.C. 301) is among
the other limitations on State registra-
tion.

Checks on the adequacy of State
reaistration programs are provided by
requirements for EPA review and certi-
flcation of State programs and EPA
review of Individual State registrati-n
uctions. If disapproved by the Adminis-
trator, a State registration cannot remain
effective for more than So days (but, if
not disapproved, becomes a Federal reg-
istraton and Is thereafter subject to
such EPA actions as suspension and can-
cellation under section '6). In addition.
the proposed regulations provide for
withdrawal of EPA certification in the
event of a State's failure or refusal to
carry out its registration program in ac-
cordance with the Act, as amended, or
with the terms and conditions Df EPA
certification, or in the event that EPA re-
peatedly has to disapprove a State's reg-
istration actions.

In short, the proposed regulations offer
the States a fair degree of latitude, but
they are not open-ended. To some extent,
they will have the effect of decentrallz- -

Ing responsibility for pesticide registra-
tion decisions that are only of local sig-
niflcance. State agencies are close to,
and famillar with, the pest problems and
environmental conditions tha--give rise
to "special local need". Potentially, they
are in a position to respond more expedi-
tiously and knowledgeably than EPA pos-
sibly could. Whether a particular State
agency actually has that potential will
be determined through EPA's review of
the State plan. To receive certification,
a State will have to show that the State
agency responsible for pesticide registra-
tion meets EPA's requirements regard-
ing availability and utilization of scl-
entlfnc and technical expertise, registra-
lion procedures, and legal authority.

PnEanQux sr rol EPA. Cm'=Icmrox

EPA certification will not be an all-or-
nothing authorization; rather, a State

21n all cazes, state agencies will be pro-
hibited from registerimn products or uses
supended or cancelled. With regard to se
not subject to the cnceMlan or suvpen-
tlon action, the AdminL-trator will determins
whether to permit State re-Lstration of suchL
uSes on a ca-e by ce basis. Where a broad
ccalo susp nslon or cancellation action Is In-
volved, applicable to pesticides contxinfng a
ParttWular active or inert ingredient. Stat
registr an of pticide products contain-
Ing theca ingredlents generally Wl be pro-
bited. Where suspension or cancellaton ac-

tion 13 bad on considerations peculiarly ap-plicablo to particular uses of a pesticide,
State regLstration of other uses generally will
not be prohibited. State egencies generally
Will be able to re.-Ister products or uses which
were specically taken into considera ton Ix
suapension or cancellatin proceedings but
were not susponded or cancelied.
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agency will be certified to issue one or
more types of registrations, depending
primarily on its scientific expertise, reg-
istration procedures, and legal authority.
Thus, it is possible that some States could
be certified to issue all the types of reg-
istrations enumerated in the proposed
regulations, while others might be cer-
tified only to issue specified types of
amendments to EPA registrations.-. Availability and utilization of scientific
and technical expertise will be a major
determinant of the scope of a State reg-
istration program certified by EPA. A
designated State agency must either em-
ploy the necessary scientific and techni-
cal personnel or be able to utilize such
personnel on a continuing basis through
formal or informal working arrange-
ments. Where such arrangements will be
utilized, the State plan will have to iden-
tify specific individuals or groups, e.g.,
the Entomology Department of the State
University, who can be called upon, as
necessary, to review registration appli-
cations and otherwise provide advice and
assistance in scientific andtechnical dis-
ciplines relevant to the types of regis-
trations which the designated State
agency Is certified to issue. In all cases,
the, individuals or groups upon whom
the designated State agency will depend
for scientific and technical expertise
should have professional experience with,
and in-depth knowledge of, environmen-
tal and other conditions affecting pest
control within the State-

A designated State agency" will be ex-
pected to perform its own independent
review of State registration applications.
Obviously, the scope and depth of such
reviews will depend, in each case, on the
type of registration and on the nature
and extent of differences from EPA regis-
tration of a similar product or use. In
all cases, the State agency will be ex-
pected to make its decisions based on
impartial evaluation of registration re-
quests by qualified selentific and tech-
nical personnel (employed or otherwise
utilized by the State agency) and, as ap-
propriate, on relevant information from
other sources. Through the review proc-
ess, the State agency should ensure that
registration requests are accompanied by
sufficient supporting data (or, insofar as
efficacy is concerned, appropriate state-
mdnts from a State agricultural experi-
ment station or other State or Federal
agency), that pesticide composition (par-
ticularly if different from an EPA-regis-
tered product) is such as to warrant the
claims made for the pesticide, that the
directions for use (including any appro-
priate warnings and cautions) to meet
special local needs are complete and in-
telligible, and that the product/use in
question will not cause unreasonable ad-
verse effects on man or the environment.

STATE LEGAL AUTHORITY

Adequacy of the State agency's legal
authority will be another consideration.
To be certified, a State agency must have
authority to deny, amend, or revoke State
registration whenever it appears that a
State-registered pesticide or its labeling
or other material required for registra-

tion does not comply with FIFRA or with
EPA's regulations governing State reg-
istration or whenever such action is nec-
essary to prevent unreasonable -adverse

-effects on- the environment (including
man). This means, among other things,
that the State agency must have author-
ity to revoke a State registration because

-of acts which are unlawful under State
law and under section 12 of the Act.
States also are expected to have author-
ity to undertake inspections and other-
activities necessary to determine whether
State-registered products are being dis-
tributed and used in accordance with
Federal and State -law and the terms
and conditions of State registration. To
be certified, a State agencj must also
have legal authority to employ or other-
wise utilize scientifid and technical per-
'sonnel, conduct its own independent re-
view of registration applications, main-
tain complete records of State registra-
tion, and comply with the various other
requirements of the proposed regulations.
Any of the required legal authority can
be derived from State statutes dealing
specifically with pesticides or from other
State statutes. The proposed regulations
include a provision calling for submittal
of an opinion by the State Attorney-
General or legal counsel of the desig-
nated State agency on the extent to
which the State agency has the requisite
legal authorities. What is wanted here
is a sufficiently detailed analysis to en-
able EPA to understand, particularly in
areas where the legal authority is not
entirely clear-cut, the reasoning behind
the opinion. Following the publication of
these proposed regulations, upon a re-
quest from a State, EPA will make an
revaluation of States' legal authorities
in the area of pesticide registra&on.-

OTHMR' 1ELEVAM FURA &SEcros
To some extent, most sections of

FIhRA are applicable to State registra-
tions. The proposed regulations delineate

'the extent to which section 3 is appli-
cable. They also provide that establish-
ments in which State-registered prod-
ucts are produced must be registered in
accordance with EPA's regulations un-
der section 7 and must maintain books
and records in accordance with EPA's
regulations under section 8. State-regis-
tered products are subject to section 12,
in which certain acts are declared to be
unlawful, and section 25, which author-
izes, among other things, EPA issuance
of regulations affecting pesticide pack-
aging and coloration.

MULTIPLE STATE REGISTRATION'

The proposed regulations do not in-
clude any explicit limitation on multiple

-State registration, i.e., registration in
more than one State, of identical prod-
ucts. It is recognized, of course, that spe-
cial local needs are not circumscribed by
State boufidary Jines. Nevertheless, in
reviewing registration applications, each
State agency will be expected to make Its
own determination as to the existence of
a special local need. Where identical
products are registered in several States,
EPA will review such registrations with
particular attention to the question of

whether they are consistent with the
concept of special local need, Where It
appears that a product registered by sev-
eral States properly should be registered
with EPA, appropriate steps toward this
end will be taken. This note of caution is
aimed at the use of State registration in
a manner which is designed to circum-
vent, or has the effect of circumventing,
the requirements of section 3(c) (1) (d)
of the Act.

USE OF DATA

FIFRA imposes certain restrictions on
the data which the Administrator may
consider in support of an application for
registration under section 3. Pursuant to
section 3(c) (1) (D), the Administrator,
in evaluating an application for registra-
tion, cannot consider data submitted In
support of another application for regis-
tration under section 3, without the con-
sent of the prior applicant, or a promise
by the subsequent applicant to pay rea-
sonable compensation for the use of such
data. In drafting these proposed regula-
tions, the Agency has carefully consid-
ered the question whether such a limita-
tion on the consideration of previously
submitted data is' applicable to State
registrations pursuant to section 24(o)
of the Act.

Section 24(c) includes no express pro-
hibition on the consideration of previ-
ously submitted data in support of State
registration. Section 3(c) (1) (D) applies
by -its terms only to the Administrator
of EPA and only to a limited type of ac-
tion by the Administrator, i.e., the con-
sideration of data in support of a sub-
sequent application for registration.
Other actions of the Administrator
which might possibly involve considera-
bion of data submitted by a previous ap-
plicant for registration (e.g., applications
for an experimental use permit pursuant
to section 5; cancellation or suspension
actions pursuant to section 6; applica-
tions for emergency, exemptions pursuant
to section 18; and even section 3 regis-
tration actions; insofar as data might be
considered to support denial of an appli-
cation) are not covered by section 3(o)
(1) (D), either expressly or by impli-
cation.

In consequence of the foregoing, the
Agency has reached the conclusion that
Congress did not intend section 3(e) (1)
(D) to control the consideration of pre-
viously submitted data other than as pro-
vided by the language of that section It-
self. Since nothing ih section 3(c) (1) (D)
extends the operation of the section to
State officials, the Agency has concluded
that State officials are not subject to the
restraints which section 3(c) (1) (D) im-
poses on th" Administrator regarding the
consideration of previously submitted
data. The same result applies regarding
the Administrator's "disapproval" au-
thority under section 24(c). State special
local needs registrations are valid from)
the date of their Issuance by the State,:
unless disapproved. Thus, review by the
Administrator pursuant to the dlsalpj
proval authority in 24(c) is review for
the purpose of terminating, not initiat-
Ing, a registration. As such, the Adminis-'
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trator's action is analogous to review of
an existing section 3 registration to de-
termine whether or not to initiate sus-
pension or cancellation action under sec-
tion 6. It is clear that section 3 (c) (1) (D)
does not apply to section 6, and the same
conclusion should also apply with equal
force to review pursuamt to the disap-
proval authority of section 24Cc). Nor is
a, different conclusion required by the
language in section 24(c) that a State
registration "shall be deemed registra-
tion under section 3 for all purposes of
this Act!' This language is clearly ad-
dressed to the legal effect of a State 24
(c) registration, and not to the proce-
dures which must be followed by a State
in registering a pesticide product, or in
any disapproval action by the Adminis-
trator.

The conclusion that section 3(c) (1)
(D) does not apply to section 24(c) Is
consistent with the policy behind sec-
tion 24(c). As previously indicated, the
legislative history of the 1972 amend-
meats clearly indicates Congress' intent
that section 24(c) be employed to deal
with minor or local use problems "expe-
ditiously and with less cost and adminis-
tratiye burden" (Senate Report No. 92-
838, supral, than would be the case with
an EPA registration under section 3 of
the Act. Implemhentation at the State
level of restrictions on the consideration
of previously submitted data would com-
plicate the registration process, and in-
crease both costs and administrative bur-
dens. In addition, the implementation of
such restrictions might require the In-
clusion of substantial periods of delay in
State registration processes. In this re-
gard, the Agency notes that the proce-
dure set out in an interim policy state-
ment (38 FR 31862) implementing sec-
tion 3(c) (1) (D) adds several months to
the time required in certain circum-
stances to obtain a registration pursuant
to section 3. Such delays might prevent
the use of section 24(c) to respond expe-
ditiously to special local pest problems,
thus defeating another Important pur-
pose behind sectioh 24(c).

Finally, the Agency recognizes that at-'
tempts might be made to avoid financial
responsibility under section 3(c) (1) (D)
by using multiple State section 24(c)
registrations. As mentioned earlier, for
this and other reasons the Agency will
closely monitor situations where a prod-
uct is registered for the same uses in sev-
eral states, and will take appropriate ac-
tion to ensure that the intent of the Act
is properly served.
EmzcT oF SAsE DNML A= RavomxroN

A State agency certified under section
24(c) is entitled to, and expected to, deny
State registration whenever an applica-
tion does not satisfy the requirements
of Federal and State law and EPA's regu-
lations. Such denial does not entitle an
applicant to the remedies set forth in
section 6 of the Act in cases of EPA de-
nial. An applicant can, however, request
EPA registration after being denied State
registration, and his request would be
treated in the same manner as would any
other new application.

A State agency also is entitled to, and
is expected to, revoke a State reaistration
whenever it is in violation of Fed-
eral or State law or EPA's reg-
ulations. If such revocation occurs
before the 90-day period allowed by the
Act for EPA disapproval of a State reLs-
tratlon, EPA may disapprove the State
registration, in which case the remedies
provided by section 6 of the Act will
not be available to the registrant (for
the reasons discussed below). If revoca-
tion occurs after the 90-day period. EPA.
upon notification of the State revocation
action, may initiate cancellation action
under section 6, depending on the reasons
for State revocation. If EPA issues a can-
cellation notice, then section 6 remedies
will be available. To allow coordination
of EPA and State action in such cases,
the proposed regulations call for State
consultation with EPA before a State
registration is revoked.

ErrEcT or EPA DxsProvx
The proposed regulations provide that

EPA disapproval of a State registration
shall not be considered a refusal to reg-
ister within the meaning of section 3(c)
(6) of the Act or a suspension or can-
cellation within the meaning of sec-
tion 6. EPA has concluded that the
Congress did not intend that. in
such cases, the affected State registrant
would have access to the remedies pre-
scribed by these sections of the Act. The
holder of a State registration' disap-
proved by EPA always has the option of
applying for EPA registration under sec-
tion 3. Denial of EPA registration would,
of course, make' available the remedies
under section 6. It is Important to note
that a State registration can be disap-
proved for various reasons, some of which
'would be inapplicable to consideration of
a subsequent apilication for EPA regis-
tration, e.g., the State registration Is
not for a. "special local need". In addi-
tion, an EPA registration action, In most
cases, will result In a much more ex-
tensive record reflecting a more detailed
exploration of pertinent issues. EPA be-
lieves that It is sound policy to limit the
expensive and time-consuming section 6
procedures to those cases in which there
has been such a thorough review. In the
event of an EPA disapproval. EPA's
notification to the State agency win in-'
clude provisions for terminating ship-
ment, sale, and use and/or use of ex-
isting stocks; such provisions will depend
largely on the basis for disapproval.

Oraxa STATE AuTo6rrr
Section 24(a) provides that a State

"may regulate the sale or use of any
pesticide or device In the State. but only
if and to. the extent the regulation does
not permit any sale or use'prohbited
by this Act". States do not need EPA
certification to exercise this authority.
Wlthout certification ubder section 24(c).
a State can Impose special limitations
or restrictions on the use of an EPA-
registered pesticide in addition to those
imposed through EPA registration, or
even bar the use of an EPA-registered
pesticide within the State. Nevertheless,

the proposed regulations would allow
States to request and receive certifica-
tion for such purposes, since with such
authority d State can ensure, for ex-
ample, that any special directions for
use within the State are communicated
to pesUclde users in. supplementary
labeling.

R ScxTnAIorn IronATIsoN

What State agencies certified under
section 24(c) can and cannot register
under the proposed regulations is keyed
to the status of EPA registration, e._.,
whether or not there is an EPA-regis-
tered product for a particular use- Ac-
cordingly, it is essential that States have
easy access to Information on EPA regis-
trations. EPA currently is preparing a
complete inventory of registered prod-
ucts; it will permit retrieval of informa-
tion on chemicals, application sites, and
pests. From this inventory, a State
agency would be able to determine, for_
example, whether there are any prod-
ucts or chemicals registered for use
against a particular Pest on a partlcular.
crop. This inventory will provide infor-
mation not only on products containing
a single active Ingredient but also on.
combination. In addition, If used in con-
Junction with the EPA Compendium of
Registered Uses the inventory will offer
quick access to information on label
directions, unique limitations, special
application information, and so on. it
Is anticipated that the inventory will tie
completed by mid-1975. Arrangements
will be made to put it into the hands
of State agencies as quickly as possible
after its completion.

EPA also isplanning to prepare a com-
prehensive list of inert ingredients con-
tained in EPA-registered products (wth-
out cross-reference between products and
inert Ingredients). This list will be com-
pilsd during the re-registration process
required by FIFRA and therefore will not
be completed at least until late-1976. In
the meantime, where a State agency
needs information on the registration
status of a particular inert ingredient. It
will be able to obtain such information
directly from EPA.

Ermaa.orc s Pou-cr

In certifying States to register prod-
uCts for special local needs pursuant to
section 24(c) of the Act, EPA does not
intend any concomitant grantof enforce-
ment7-authority which would in any way
curtail or preempt EPA enforcement of
FIFRA. Notwithstanding State enforce-
ment capabilities which may be estab-
lished or enhanced as a result of the uu-
dertaking by that State to operate a pes-
ticde registration program undersectim
24(c). EPA will continue to exercise its
general enforcement respmnsbilities over
pesticide products. Where enforcement
activity involves a product bearing a sac-
tion 3 registration which has arisen out
of a section 21(c) State registration. EPA
reserves the right to exercise its prose-
cutorial discretion in determining
whether: (1) To proceed with Federal
action where a State has declined to act;
(2) To proceed with Federal action in
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addition to State action; (3) To decline
Federal action in the event or in the ab-
sence of State action.

-INFLATIOx InMPACT ANALYSIS
On November 27, 1974, the President

Issued Executive Order 11821 (39 FR
41501) which requires each Agency to
certify that the inflationary impact of
any major regulation has been evalu-
ated. The following discussion sum-
marizes EPA's consideration of the in-
flationary impact of these regulations
and focuses on the reasons why the
Agency believes these proposed regula-
tions do not constitute a "major action"
within the meaning of Executive Order
11821 and O1MB Circular No. A-107.

Pesticides are necessary to provide the
nation with an abundant supply of food
and fiber. The registration of pesticide
products is required by FIFRA prior to
their distribution or sale. As discussed in
the preamble to the regulations imple-
nenting section 3 of FIZFRA (40 FR

28248), the most significant potential
cost associated with Federal registra-
tion is the cost of developing the data re-
quired in support of the registration. The
regulations proposed herein for State
registration of pesticides for special local
needs will be economically beneficial to
pesticide producers and users because
these regulations provide a means of
registering such pesticides which in many
cases will require the production of less
data and therefore will be less costly
than would be the case for Federal regis-
tration. The Agency anticipates that
most State registrations will not involve
changed use patterns, and therefore will
fall within § 162.155(d) of these pro-
posed regulations. This provision re-
quires the State to perform an efficacy re-
view but authorLves it,. in such circum-
stances, to base this review upon written
findings and recommendations of scien-
tific personnel (i.e., employees of a State
agricultural experiment station), rather
than upon the more extensive data re-
quired for Federal registration (see 40
CFR 162.8(b)). In those cases involving
registration for new products or changed
use patterns, these proposed regulations
establish data requirements relating to
human health and environnrental haz-
ards. However, such data would also be
required by the Act to support Federal
registration, so the impact of these pro-
posed regulations in this regard is essen-
tially neutral.

The Agency also observes that the vast
xsajority of States currently have reg-
istration programs which license the dis-
tribution and sale of a pesticide in re-
turn for a fee. These programs may con-
tinue under FIFRA. To obtain authority
under these proposed regulations to is-
sue special local needs registrations not
involving changed use patterns or new
products, it will not be necessary to sig-
nificantly augment existing State regis-
tration programs. As noted above, the
Agency Is of the opinion that authority
of this variety Is all that most States Will
request.

In summary, these proposed regula-
tions provide a mechanism for State
registrapon of pesticides for special local

PROPOSED RULES

needs which in most cases is less costly Governor or Chief Executive Officer or
and administratively burdensome than their designee submit a request in writ-
Federal registration, which would other- ing to the Administrator. Such request
wise be required. In addition, States can shall include:
obtain authority in most insfances under () Designation of the State agency
these proposed regunations without any which wil be responsible for issuance
significant augmentation to existing of State registrations to meet special
programs. For these reasons the Agency local needs;
believes these proposed regulations pro- (2) A list of the types of registration
viding for State registration of pesticides actions for which interim certification is
to meet special local needs do not con- requested [see proposed 6 162.153(b)];
stitute a major action within the intent (3) A description of the registration
of the Executive Order and OMB Cir- procedures which will be followed by the
cular No. A-107. designated State agency;

IN M CERTIICATION (4) A citation to the applicable State
laws and regulations under which au-

On. July 3, 1975, final regulations for thority such registration actions will be
the registration, re-registration, and issued; and
classification of pesticides pursuant to (5) An affirmation that the State In-
section 3 of the Act were published in tends, upon final promulgation of rcgu-
the FEDERAL REGISTER (40 CFR Part 162, lations under section 24(c), to request
Subpart A) (40 FR 28241). These regu-' "certification to register pesticides for
lations became effective August 4, 1975. special local needs.
Since that date, States have been pro- The Adminitrator shall act on a ro-
hibited from issuing new registrations quest for interim certification as expe-
except under a program approved by the ditiously as possible. The Administrator
Administrator in accordance with section shall approve the request for interim
24(c). However, States may renew any certification if the State's request shows
State registration already in effect, and that the State Is, capable of exercising
the product concerned may be distributed adequate controls to assure that Y'els-
and used solely within that State subject trations for special local needs issued by
to the requirements of § 162.17(f) of the ft will be in accord with the purposes
VIFRA seetion 3 regulations, if the state of FIRA. Where authority to Issue Xg-
registrant submits a notice of applica- istrations involving new products or
tion for EPA registration within sixty changed use patterns (as defined in
(60) days of the effective date of the these proposed regulations) Is requested,
section 3 regulations as required by interim certification shall be granted
§ 162.17. only if the State registration procedures

Since it did not prove possible to include a procedure for hazard deter-
promulgate section 24(c) regulations mination sufficient to ensure that pesti-
prior to the effective date of the FIFRA cide product(s) will not be registered if
section 3 regulations, some interruption they would cause unreasonable adverse
In the authority of States to register effects on the environment, when used
pesticides has occurred. In order to pre- as directed or in accordance with wide-
vent further disruption of State regis- spread and commonly recognized prac-
tration programs (particularly in rela- tice. The hazard determination proce-
tion to minor uses)- during the course of dure shall satisfy the requirements of
this rulemakinig proceeding, afi interim §162.155 (e) of these proposed regulations.
certification procedure will be followed. Where authority to issue registrations
However, it is unreasonable to expect which do not involve new products or
States to develop and submit, on rela- changed use patterns Is requested, in-
tively short notice, 'plans for interim terim certification shall be granted if
certification which fully - satisfy the the state registration procedures include

'regulations proposed below. Even if this a procedure for efficacy determination
task could be accomplished, some pro- (i.e., to ensure that the composition of
cedure would have to be implemented a pesticide is such as to warrant the
to require States to amend their plans to claims made for it) which satisfies the
reflect any changes or additions to the requirements of 9 162.155(d) of these
requirements when the section 24(c) reg- proposed regulations.
ulations are made final. For these rea- The Administrator shall notify the

'sons, the following interim certification designated State agency of his approval
procedure has -been adopted. This pro- or denial of the request. Notice of ap-
cedure will enable States intending to proval or denial will also be published in
apply for section 24(c) authority to ob- the Federal Register. Public comment,
tain interim certification to register however, will not be solicited with respect
pesticides to meet "special local needs," to requests for interim certification, In
as defined in these proposed regulations, order to obtain Interim certification a
Interim certification will .expire if the State must afrm its intention to submit
State has not submitted a plan pursuant a State plan for certification pursuant
to the final section 24(c) regulations final section 24(c) regulations, and must
within 60 days after the.effective date of do so within 60 days of the effective date
the section 24(c) regulations, or, if such of the final section 24(c) regulations or
a plan is submitted and it is disapproved its interim certification authority will
by the Administrator, on. the effective terminate. The Agency expects to ex-

pedite the publication of final sectiondate of the Administrator's disapproval 24(c) regulations so that interim cortifi-
IA State may request interim certifica- cation should be of limited duration,

tion to register pesticides to meet special Adequate opportunity for public com-
local needs at any time by having the ment on State plans submitted pursuant
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to final section 24(c) regulations is pro-
'Vided for in proposed § 162.58(c).
- The Administrator may at any time
amend, suspend, or withdraw his ifterim
certification of a designated State agency
if he determines that such State agency
has not complied with the requirements,
terms, or conditions of such interim cer-
tification. Prior to denying, amending,
suspending, or withdrawing interim cer-
tification, the Administrator will furnLsl;
the designated State agency written noti-
fication of his intent to take such action
and a statement of his reasons. In such
cases, the State agency will be given an
opportunity to comment on the proposed
action.

A State which has 'received interim
certification may register pesticides to
meet special local needs (as defined in
§ 162.152(k) of the proposed regula-
tions). The State may issue the types of
registration actions set forth in the pro-
posed § 162.153(b) for which it has re-
quested and received interim certifica-
tion. Interim special local needs regis-
tration programs shall be subject to the
limitations contained in proposed §162.
153(c). The provisions .of § 162.158 of
these proposed regulations pertaining to
EPA review of State registrations shall
apply. This section includes provisions
for notification to EPA of registrations
Issued (§162.156(a)); provisions govern-
ing EPA disapproval actions (§162.156
(b) (0) and (e)); and certain FEDaL
REGISTER publication requirements re-
garding registrations nvolving changed
use patterns (§162.156(d)), In addition,
the labeling of a pesticide product regis-
tered pursuant to interim -certification
shall state '-r Distribution and Use
Only Within [Name of State]."

All registrations issued under the au-
thority of an interim certification pro-
gram shall be deemed registrations under
section 3 unless -disapproved within 90
days. As a condition of the granting of
interim certification, the Administrator
shall require assurances from the State
that registrations issued pursuant to in-
terim certification will be modified to
satisfy any provisions in the final sec-
tion 24(c) regulations r6garding classi-
fication (see, proposed § 162.155 (f)), la-
beling (see proposed § 162.155 (g)), color-
ation or discoloration (see proposed
§ 162.155(h) (2)), and packaging (see
proposed § 162.155(h) (1)) within'a rea-
sonable period of time after the State re-
ceives final certification.

PuBLIc CoMENT

EPA invites all interested parties to
submit comments on these proposed reg-
ulations. States, in particular, are urged
to spell out their views in detail and to
describe any special situations which may
be difficult to handle under these pro-
posed regulations. To be sure of receiving
full consideration, all comments should
reach EPA on or before October 3, 1975,
and should bear the identifying notation
OPP-30003. Comments should be filed in
triplicate and addressed to the Federal
Register Section, Technical Services
Division (WH-569), Office of Pesticide
Programs, Environmental Protection
Agency, Room E-401, 401 At St. SW.,

Washington, D.C. 20460. All written com-
ments will be available for public Inspec-
tion at the Office of the Federal Register
Section from 8:30 to 4 pm., Monday
through Friday.

Dated: August 26, 1975.
RuSSL E. TAfl,

Administrator.
It Is proposed to amend 40 CFR Part

162 by establishing Subpart B, to read as
follows:
Subpart B1--Regulastons for Sstae Regtstration o!

Pesticides To Meat Special Local N~eeds

Sec.
162.150
162.151
162.152
162.153
162.154

162.155
162.156
162.157
162.158

Scope.
Applcablity.
Definitions.
State registration action.
Considerations affecting Irsuanco

and withdrawal of certification.
Product registration requirements.
EPA reviow of State regLstrationsg.
State revocation of registratlons.
Certification procedures.

Au~nonrrr: Section 24(c) and section 25
(a) of the Federal Insectiolde, Fungicide, and
nodentloldo Act, as amended by the Federal
Environmental Pesticide control Act of 1972

'(88 Stat. 9 .

Subpart B-Regulations for State Registra-
tion of Pesticides To Meet Special Local
Needs

§ 162.150 Scope.
This Subpart sets forth regulations

governing registration by a State of pes-
ticide products formulated for distribu-
tion and use within such State to meet
special local needs. It also sets forth rezu-
lations governing certification of State
registration programs by the Adminis-
trator.

§ 162.151 Applicability.
This Subpart applies solely to State

registration of pesticides to meet special
local needs. It neither applies to, nor af-
fects, any procedures by which a State
licenses or otherwise approves or. allows
use within the State of EPA-registered
pesticide products.
§ 162.152 Definitions.

Terms used in this Subpart shall have
the meanings set forth in the Act and in
Subpart A. In addition, as used in this
Subpart, the following terms shall have
the meanings set forth below:

(a) "Approved State Plan" means a
State plan for registration of Pesticides
to meet special local needs that has been
approved by the Administrator.

(b) "Certification" means the act, L.e.,
approval of the State plan, by which the
Administrator authorizes a designated
State agency to issue specified types of
pesticide registrations.

(c) "Changed Use Pattern" means a
significant change from a use pattern ap-
proved in connection with the registra-
tion of a pesticide product Examples of
significant changes include, but are not
limited to, changes from nonfood to food
use, outdoor to indoor use, ground to
aerial application, terrestrial to aquatic
use, and non-domestic to domestic use.

(d) 'Vesignated State Agency" or
"State Agency" means the State agency

designated by State law or other author-
ity to be responsible for registering pes-
ticides to meet special local needs.
(c) 'EPA" means the U.S. Environ-

mental Protection Agency.
(f)'EPA-registered" and "registered

by EPA" mean originally registered by
EPA.-

(g) 'New Product" means a pesticide
product not registered by EPA at the
time of State registration.

(h) "Pesticide" means any substance
or mixture of substances intended for
preventing, destroying, repelling, attract-
Ing, or mitigating any pest, and any
substance or mixture of substances in-
tended for use as a plant regulator, de-
foliant, or desiccant.
(I) "Pesticide product" means a pesti-

cide offered for distribution and use, and
includes any labeled container and any
supplemental labeling.

(J) "Pest Problem" means:
(1) A pest Infestation and its conse-

quences, and the climate, soil, and other
conditions of the pest infestation, or

(2) Any condition requiring the use of
plant regulators, defoliants, or desic-
cants.

(k) "Special Local Need" means a pest
problem (existing or likely to occur with-
in a State) which cannot be effectively
controlled because:

(1) There Is no pesticide product regis-
tered by EPA for such use; or

(2) There Is no EPA-registered pesti-
cide product which, under the conditions
of use within the State, would be as safe
and/or as efficacious for such use with-
in the terms and conditions of EPA regis-
tration; or

(3) An appropriate EPA-registered
pesticlde-product is not available.
(1) "Use Pattern" means the manner

in which a pesticide is applied and in-
cludes the following parameters of pes-
ticide application:

(1) Target pest;
(2) Crop or animals treated;
(3) Application site; and
(4) Application technique and rate.

§ 162.153 State registration actions.
(a) General-A designated State

agency may be certified to Issue one or
more of the following types of registra-
tions in order to meet special local needs,
depending upon such State agency's ca-
pability to exercise adequate controls to
assure that such registrations wilI be in
accord with the purpose of 'the -Act.
Types of registrations which a. State
agency will not be certified to issue are-
set forth in paragraph (c of this section.

Cb) Types of State Registration Ac-
tions. A State may request certification
of a designated State agency to Issue the
following types of registrations of pez-
tlcldes formulated for use and dlstribu-
tion within the State to meet special local
needs, subject to the limitations set forth
In paragraph (c) of this section.

(1) To permit the use of new prod-
ucts.

(2) To amend EPA registrations for
one or more of the following purposes:
(1) To permit use on additional crops

or animals;
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(ii) Topermit use at additional sites;
(i) To permit use against additional

pests;
(iv) To permit use of additional appli-

cation techniques or equipment;
(v) To permit use at different appli-

cation rates; and
(vi) To prescribe special label direc-

tions for one or both of the following
purposes:

(A) Preventing unreasonable adverse
effects on man or the environment under
local use conditions, or

(B) Providing for local use conditions
affecting pesticide efficacy.

(3) To serve other purposes specifi-
cally identified in the approved State'
plan.

(c) Limitations. (1) A pesticide prod-
uct registered by a State agency to meet
a special local need shall be used only
within such State and shall be regarded
as "formulated for use and distribution
within the' StatW", regardless of where
actually formulated, only if its container
bears, or Is accompanied by directions
for Its use to meet such special local need
and, a statement identifying the State
within which it is so registered. The es-
tablishment in which such product was
produced shall be registered in accord-
ance with regulations under section 7. of
the Act and shall maintain books and
records in accordance with regulations
under section 8 of the Act.

(2) A designated State agency shall
not Issue any type of registration other
than those authorized In the approved
State plan and a State shall not issue a
registration covering any of the follow-
ing:

(I) A product containing an active or
inert ingredient not contained in any
EPA-registered product;

(II) A produbt containing an active or
inert ingredient, which ingredient was
included in a product whose registration
has been suspended or cancelled by EPA
or is the subject of an EPA notice of in-
tent to suspend or cancel because of hu-
man health, environmental or efficacy
considerations with regard to such in-
gredient (except that a State may regis-
ter certain uses of a product containing
such an ingredient to the extent that the
Administrator's order or notice of intent
so provides) ;

(iII) A product or use which has been
the subject of a notice of denial of regis-
tration published in the-Federal Register
pursuant to section 3(c) (6) of the Act;
or

(Iv) A product or use which can rea-
sonably be expected to result in residues
on or in food or feed unless the registra-
tion of such product or use is supported
bY the necessary tolerances, exemptions,
or other clearances under the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
301).

(3) A registration Issued by a State
agency shall be valid for a maximum of
five years from the date of its Issuance
and may be renewed.
§162.154 Considerations affecting issu--

ance and withdrawal of certification.
(a) General: A State may request the

LAdmin1strator to certify a designated

State agency to issue.one or more of the
types of registrations set forth in § 162.-
153(b). The Administrator shall grant
such a request if he determines, upon
review of the State plan, that such State
agency is capable of exercising adequate
controls to assure that such registrations
will be in accord with the purposes of
the-Act.

(b) Such determination shall be based
on consideration of whether the State
plan shows that such State agency: (1)
Employs or otherwise utilizes scientific
and technical personnel having exper-
tise relevant to pest problems and envi-
ronmental and other conditions affect-
ing pest control within the State (and,
where certification to register flew prod-
ucts or products involving changed use
patterns is requested, expertise relevant
to product hazard determinations pur-
suant to § 162.155(e) ;

(2) Utilizes registration procedures
which include its own independent re-
view of registration applications;

(3) Mfaintains complete and accurate
records of all State registrations, includ-
ing applications and supporting data
and documents reflecting'the State
agency's review of such applications and
supporting data, copies of approved
labeling, and any reports received con-
cerning accidents or misuse; and

(4) Has adequate legal authority, in-
cluding authority:

(I) To deny, amend, or revoke State
registration when it appears that a
State-registered pesticide or its labeling
or other material required to be sub-
mitted does not comply with the provi-
sions of the Act or. this Subpart, or when
necessary to prevent unreasonable ad-.
verse effects on the environment;

(ii) To undertake inspections at rea-
sonable times, to determine whether
State-registered products are being pro-
duced, distributed, and used in accord-
ance with Federal and State law and the
terms and conditions of State registra-
tion; and

(iii) To satisfy the requirements of
paragraph (b) (1), (2), and (3) of this
section and to comply in all other re-
spects with the requirements of this Sub-
part.

(c) The Administrator may at any
time amend, suspend, or withdraw his
certification of a designated State agency
if he determines that such State agency
has not complied with the requirements
of this Subpart or with the terms and
conditions of such certification, e.g., if
EPA repeatedly has disapproved regis-
trations issued by such State agency.
§ 162.155 Product registration require-

ments.
(a) General. State registration re-

quirements shall be generally consistent
with EPA registration requirements as
set forth in 40 CPR Part 162, Subpart A.
EPA- requirements need not be observed,
however, to the extent that they involve
consideration of factors not relevant to
distribution and use within the State.

(b) Registration statement. An appli-
cation for State registration of a pesti-
cide product to. meet a special loceal need
shall include the name and. address of

the applicant and any other person
whose name will appear on the
labeling or in the directions for use;
the name of the product; a com-
plete copy of the labelin. showing
all claims made for the product and di-
rections for Its use to meet the special
local need; the complete formula of the
product; and a statement indicating
whether:

(1) An EPA registration of, or experi-
mental use permit for, the product has
ever been sought, issued, denied, can-
celed, or suspended; and
-(2) Registration of the product hIa

ever been sought from, or denied or re-
voked by, another State.

(c) Special local need determination.
In reviewing an application for State
registration, the designated State agen-
cy shall determine that such State reg-
istration is related to a special local need,
as defined in § 162.152(k). Where ques-
tions arise as to the availability of an
appropriate EPA-registered pesticide,
the State agency Itself shall resolve such
questions without consideration of cco-
nomic benefit to pesticide producers or
sellers. Where questions arise as to other
factors bearing on the existence of a
special local need, the State agency may
rely upon scientifl data, findings, or rec-
ommendations submitted in writing by a
State agricultural experiment station or
other State or Federal agency authorized
by law to conduct pesticide reseatrch, pest
control activities, or programs for the
protection of environmental quality or
natural resources.

(d) Efficacy determination. The State
agency shall determine that the compo-
sition of a pesticide Is such as to war-
rant the claims made for it in the ap-
plication. The. required determination
shall be based on information submitted
in writing in either or both of the follow-
ing categories:
(1) Scientific data supplied by the ap-

plicant; or
(2) Scientific data or fIndlngi and rec-

ommendations of a State agricultural
experiment station or other State or Fed-
eral agency authorized by law to conducb
pesticide research, pest control activities,
or programs for the protection of en-
vironmental quality or natural resources.

(e) Product hazard determination. In
the case of an application involving a
new product or changed use pattern, the
State shall determine that (when con-
sidered in conjunction with any restric-
tions imposed pursuant to § 162.155(f))
the pesticide product will not cause un-
reasonable adverse effects on the envi-
ronment when used as directed or In
accordance with widespread and com-
nionly recognized practice. The State
shall make this determination based
upon the data specified in 40 CM
162.8 (b) (4). ,,

(f) Classifcation. EPA regulations
spelling out ,procedures for pesticido
classification appear at 40 C R Part
162.11. State registered products shipped,
distributed, or sold or offered or delivered
for shipment, distribution, or sale after.
October 21, 1976, shall be classified 1S
follows:
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(1) A State registration for a pesticide
product not involving a changed use pat-
tern, shall be classified the same as the
EPA-registered product/use.

(2) A State registration involving a
'new product or a changed use pattern
shall be classified in accordance with
40 CPR Part 162.11.

(g) Labeling requirements. (1) Any
new product registered by a State agency
must bear a label satisfying the require-
ments of 40 CFR 162.10,- and 40 CFR
'162.153(c) (1).

(2) A State agency may not require
or permit modification or elimination of
any labeling approved in connection
with EPA registration, except that EPA
labeling shall be supplemented by direc-
tions for use to meet special local needs;
such supplementary directions shall sat-
isfy the requirements of 40 CFR 162.10(1)
and 40 CPR 162.153(c) (1).

(3) Prior to issuing a registration, the
designated State agency shall review and
approve the labeling (including direc-
tions for use to meet special local needs)
related thereto.

(h) Coloration and packaging. (1)
Products registered by a State agency
shall be subject to any standards which
the Administrator may prescribe with
respect to pesticide packaging pursuant
to section 25(c) (3) of the Act.

(2) Products registered by a State
agency shall be subject to any regula-
tions which the Administrator may pre-
scribe with respect to coloration and dis-
coloration of pesticides pursuant to sec-
tion 25(c) (4) of the Act, including the
regulations set forth at 40 CFR 162.13.
§ 162.156 EPA Review of State registra-

tions.

(a) Notfication. (1) Within 10 days
after issuing a registration, or an amend-
ment thereto, the designated State
agency shall send EPA written notifica-
tion of such registration or amendment
on a form supplied by EPA, accompanied
by a copy of the approved labeling. Upon
request, such State agency shall furnish
EPA data in support of a registration or
amendment.

(2) Within 30 days after issuing areg-
istration or an amendment thereto, the
designated State agency shall send EPA
a copy of the final printed labeling.

(b) Disapproval. (1) A State registra-
tion shall be disapproved if:

(i) The registration is not for a special
local need; or

(ii) The registration is not a type of
registration that the State agency is cer-
tified to issue; or

-(iii) The State agency did not follow
the registration procedure set forth in
the approved State plan; or

(iv) The State agency fails to furnish
requested data in support of the regis-
tration; or

(v) Supporting data do not substanti-
ate the State agency's indicated reasons
for issuing the registration; or

(vi) The State-registered product or
use will cause unreasonable adverse ef-
fects on the environment; or

(vii) The composition of the State-
registered product is such as not to war-
rant the claims made for it; or

(viii) The registration has been re-
voked by the State; or

(ix) The registration is otherwise con-
trary to the Act or this Subpart.

(2) A disapproval may be rescinded if
the State agency demonstrates that the
cause of such disapproval has been cor-
rected.

(c) Effective date of disapproval.
State registration shall be deemed regis-
tration pursuant to Section 3 of the Act
as of the effective date of such registra-
tion. The Administrator may disapprove
a State registration and shall do so
within 90 days of Its effective date and,
in the event of such disapproval, shall
notify the State agency and the regis-
trant of such action. Taking into ac-
count the reasons for such disapproval,
the Administrator shall specify the ter-
mination date of a disapproved State
registration and, If appropriate, provide
for disposition of existing stocks of the
product in question.

(d) F DERAL REaGIrr notice. Upon
receipt of notice from a State of a regis-
tration involving a changed use pattern,
EPA *shall publish a notice in the FED-
ERAL REGISTER describing the registration
in general terms, and inviting public
comment thereon.

(e) Effect of disapproval. (1) A dis-
approval by the Administrator shall not
be considered a refusal to register within
the meaning of section 3(c) (6) of the
Act and shall not be subject to the
remedies prescribed therein.

(2) A disapproval by the Administrator
shall not be considered a suspension or
cancellation within the meaning of the
Act and shall not be subject to the hear-
ings and appeals provisions of Section 6
of the Act.
§ 162.157 State revocation of registra.

tion.
(a) Consultation and notification.

Wherever practicable, a State agency
shall consult with EPA prior to revoking
a State registration. In all cases, the
State agency shall send EPA written
notification of a revocation within 10
days after the effective date of such
revocation. Such notification shall in-
clude a brief explanation of the reasons
for revocation.

(b) Effect of revocation. A State agen-
cy's revocation of a State registration
may result In cancellation under section
6 of theAct.
§ 162.158 Certification procedures.

(a) State requests. A State may request
certification at any time by having the
Governor submit a State plan in writing
to the Administrator. A copy should be
provided to the appropriate EPA Re-
gional Administrator. Such a State plan
shall include:

(1) Designation of the State agency
which will be responsible fqr Issuance of
State registration to meet special local
needs;

(2) A list of the types of registration
actions for which certification is
requested;

(3) An opinion of the State Attorney
General or the legal counsel of the des-
ignated State agency that the State has

the requisite legal authorities outlined
in t 162.154(b) (4). accompanied by
copies of the applicable State laws and
regulations;

(4) A description of the registration
procedures which will be followed by the
designated State agency; and

(5) A description of the functions and
qualiflations of scientific and technical
personnel employed or otherwise utilized
by the designated State agency for the
purpose of reviewing registration appli-
cations.

(b) Amendments. A State may request
that Its certification be amended by the
Administrator at any time. If the State
is requesting authorization to issue ad-
ditional types of registration, the request
shall be accompanied by an appropriate
amendment to Its State plan.

(c) EPA Certification. (1) After re-
ceiving a State request for certification,
EPA will publish a FrERAL REGIsTim no-
tice of the request and invite interested
parties to submit comments.

(2) EPA will approve or deny a re-
quest as expeditiously as possible and
will attempt to do so within 90-days after
receiving all the information considered
necessary for proper review of the re-
quest. Notice of approval or denial will
be published in the F=EAz REGIsrr,

(3) Prior to denying, amending, or
withdrawing certification, the Adminis-
trator will furnish the affected State
agency written notification of his inten-
tion to take such action and a statement
of his reasons. In such case, the affected
State agency will be given an opportunity
to comment on the proposed action

[FR Doc.75-23350 Piled 9-2-75;8:45 am)

[40 CFR Part 172]
[FEZ 39"-&

EXPERIMENTAL USE PERMITS
Regulations for State Issuance

Notice is hereby given that, pursuant
to the authority of section 5(f) and sec-
tion 25(a) of the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA),
as amended by the Federal Environ-
mental Pesticide Control Act of 1972
(Pub. ,. 92-516, 86 Stat. 973). the Ad-
ministrator of the Environmental Pro-
tection Agency (EPA) proposes to
amend 40 CFR Part 172 by establishing
a new Subpart B prescribing regulations
applicable to State issuance of experi-
mental use permits. The proposed regula-
tions are set forth below. They are
related to, and should be read in con-
Junction with, the proposed regulations
applicable to State registration of
pesticides to meet special local needs,
40 CFR 162 Subpart B, which also appear
today at'R 40 FR 40538.

STAuroRy Auznoar
Section 5(a) of FIERA, as amended,

authorizes the Administrator to- issue
an experimental use permit if he deter-
mines that the applicant needs such a
permit in order to accumulate Informa-
tion necessary to register a pesticide
under section 3. Regulations applicable to
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EPA issuance of such permits were pub-
lished on April 30, 1975 (40 F 18780).

Under section 5(f), the Administrator
may, under such terms and conditions as
he may by regulation prescribe, author-
ize any State to issue an bxperimental
use permit for a pesticide.

SUMLMRY OF THE -PROPOSED
REGULATIONS

Under the FIFRA, as amended, ex-
perimental use permits may be issued
for the purpose of allowing an applicant
to accumulate the information necessary
to register a pesticide. Under the regula-
tions proposed below, State issuance of
experimental use permits will be subject
to the same constraints as State registra-
tion of pesticides to meet special local
needs. A State will be permitted to issue
permits only for the testing of pesticide
products to allow for the accumulation
of data necessary to support a registra-
tion which the State is certified to issue
under section 24(c). Testing Intended to
provide data to support an application
for a registration which a particular
State is not certified to issue or to sup-
port an application which is intended to
be submitted for federal registration may
be conducted only under a federally is-
sued experimental use permit. This lim-
itation will not Infringe upon any per-
son's ability to obtain an experimental
use permit. Where an experimental use
permit cannot be issued by a State, the
experimental program in question may
qualify for a federal permit.

In general, a state agency that has
been certified to Issue special local needs
registrations in one or more of the cate-
gorles established by 40 CFA 162.53(b)
should be capable of exercising authority
for issuing experimental use permits for
'the development of data to support an
application for registration in such cate-
gory or categories. Accordingly, these
regulations do not require significant
augmentation of state programs, in terms
of staing or other resources, beyond
what is required for authorization to reg-
Ister pesticides for special local needs
pursuant to section 24(c) of the Act. Due
to this fact, and the complementary na-
ture of sections 5(f) and 24(c), States
are encouraged to consolidate their re-
quests in these two areas.

The regulations governing federal ex-
perimental use permits (40 CFR 172,
Subpart A) define the circumstances
when an experimental use permit will be
required, and set out the standards and
procedures which this Agency will fol-
low in, administering the federal experi-
mental use permit program. That por-
tion of 40 CFR 172, Subpart A which pre-
scribes the circumstances when an ex-
perimental use permit will be required
(40 CFR 172.3) is equally applicable to
state experimental use permit programs
pursuant to section 5 (f) of the Act, and
has been incorporated by reference in
these regulations. Those parts of 40 CFR
172, Subpart A which set out standards
ind procedures for administering the
federal program reflect the Agency's
judgment as to the elements of an ef-
fective experimental use permit program.
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XAccordingly, certain requirements of 40
CFR 172 Subpart A regarding standards
and procedures have been included in
these regulations, either by incorporation
by reference or-otherwise. However, in
some respects these regulations give the
states discretion to develop procedures
different from those which-the Agency
has prescribed for the federal experi-
mental use permit program (e.g. appli-
cation procedures). In requesting EPA
authorization of a State program, a state
should demonstrate that the procedures
which it has developed in these areas
are reasonable and will ensure that per-
mits will be issued and used in a manner
generally consistent with the federal ex-
perimental use.permit program.

Under the proposed regulations States
will be required to furnish EPA with no-
tification of the issuance of experimental
use permits. This notification will make
EPA aware of the prospective introduc-
tion of new pesticide uses and enable the
Agency to furnish the States with advice
and information, when- appropriate, re-
garding such new product uses. The reg-
ulations also provide for EPA review and
revocation of permits issued by a State.
While the Act does not expressly confer
disapproval authority, section 5(f) does
authorize the Administrator to subject
state experimental permit programs to
such "terms and conditions" as he may
by regulation impose. Authority to re-
view and revoke state permits is in-
cluded in these regulations as such a
term or condition, in order to provide the
agency adequate authority to supervise
state programs to ensure that the pur-
poses and goals of the Act are adequate-
ly served. It should be emphasizedhow-
ever, that where compelling reasons
appear to exist for revocation or modifi-
cation of a State permit, the Agency will
consult with the State, and suggest that
It take appropriate action, EPA authority
will be used as a last resort, where ac-
tion is necessary to prevent unreason-
able adverse effects on man or the envi-
ronment. The regulations further provide
for noticb and the opportunity for the
permittee to contest the revocation.

State plans requesting authorization
to issue experimental use permits will be
acted upon expeditiously. If the Admin-

-istrator proposes to reject a State plan,
notice and 6pportunity for a hearing will
be given to the affected state as required
by the .Act (sections 4(b) and 5(f)).
States which have been granted author-
ity pursuant to this Subpart will be ex-
pected to administer their experimental
use permit programs consistent with the
requirements set out herein. If the Ad-
ministrator determines that a State pro-
gram is net in compliance he may revoke
the authorization to issue experimental
use permits. In such instances notice and
an opportunity for a hearing will be given
.to the state, as required by. the Act.

INFLATION IMPACT ANALYSIS

On November 27, 1974, the President
issued Executive Order 11821 (39 FR
41501) which requires each Agency- to
certify that the inflationary impact of
any major regulation has been evalu-

ated. The following discussion sum-
marizes EPA's consideration of the in-
flationary Impact of the proposed regu-
lation and focuses on the reasons why
the Agency believes this proposed regu-
lation does not constitute a "major ac-
tion" within the meaning of Executive
Order 11821 and OMB Circular No. A-
107.

The requirement for an experimental
use permit Is established by FI=RA, Sec-
tion 5(f) provides for State Issuance of
experimental use permits for the purpoze
of gathering data necessary to support a
State registration under section 24(c),
Potential registrants may also, of course,
apply to EPA for an experimental permit
under 40 CFR 172 Subpart A. The State
experimental use permit program out-
lined in these pioposed regulations and
the Federal experimental use permit pro-
gram are essentially similar; the eco-
nomic impact of these programs on the
manufacturers, producers and consumers
will be slight. Since certification under
section 24(c) Is a prerequisite to au-
thorization under section 5(f), State re-
sources required to obtain se6tIon 5(f)
authority will, for the most part, be al-
ready available. Furthermore, It Is antici-
pated that relatively few States will sub-
mit a State Plan under section 5(f) for
authorization to Issue experimental use
permits.

For these reasons, the Agency believes
these proposed regulations do not con-
stitute a major action within the Intent
of the Executive Order and OMB Circular
A-107.

PUBLIC CO.MENT
EPA invites all interested partlies to

submit comments on the proposed regu-
lations for State issuance of experi-
mental use permits. To receive full con-
sideration, comments must be recelved
on or before October 3, 1975. Comments
should be filed in triplicate and ad-
dressed to Information Bran6h, Office of
Pesticide- Programs, Environmental Pro-
tection Agency, Room E-421, Washing-
ton, D.C. 20460. All written comments
filed pursuant to this Notice will be
available for public inspection at the In-
formation Branch during regular busi-
ness hours, 8 an. to 4:30 p.m. daily.

Dated: August 26, 1975,
RUSSELL E. TRAni,

Admintstrator.

40 CFR Part 172 is amended by estab-
lishing a new Subpart B, to read as
follows:

Subpart B-State Issuanco of Experimental Use
Permits

Sec.
'172.20 Scope.
172.21 Definitions.
172.22 General.
172.23 State Issuanco of permits.
172.24 Administration of state program,
172.25 EPA review.
172.26 Authorization.
172.27 State plans.

Av-rTourrr: Secs. 5(f) and 25(a) of th0
Federal Insecticide, Fungicide, and Eodontl-
cide Act, as amended by the Federal Eaviron-
mental Pesticide Control Act of 1972 (80
Stat. 997).
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Subpart -- State Issuance of Experimental
Use Permits

§ 172.20 Scope.
This Subpart sets forth regulations

governing State issuance of experimental
use permits to allow persons to gather
data necessary to register pesticides with

-the State in order to meet special local
needs. It also sets forth regulations gov-
erning authorization of State experi-
mental use permit programs by the
Administrator.
§ 172.21 Definitions.

Terms used in this Subpart shall have
the meanings set forth in the Act and In
40 CFR 172.1 and 40 CFR 162.152.
§ 172.22 Genera.

(a) The scope of the requirement for
an experimental use permit (within the
meaning of "pesticide" as defined n the
Act) is set forth in 40 CFR 172.3; which
is hereby incorporated by reference In
this Subpart.

(b) Pesticide products under experi-
mental use permits may not be sold or
distributed other than through partici-
pants and, if sold or distributed through
participants, maybe used only at an ap-
plication site of a cooperator and in
accordance with the terms and conditions
of the experimental use permit. .

(c) Establishments in which pesticide
products under State experimental use
permits are produced shall be registered
in accordance with regulations under
Section 7 of the Act and shall maintain
books and records in accordance with
regulations under Section 8 of the Act.
§ 172.23 State issuance of permits.

(a) General: Upon approval of the
State plan by the Administrator, the
designated State agency may issue,
amend, renew, deny or revoke experi-
mental use permits subject to such terms
and conditions as may be provided in
the authorization.

(b) A designated State agency shall
not issue any experimental use permit:

(1) For any pesticide product or use
for which-the State is not certified to
issue .a special local need registration
pursuant to Section 24(c) of the Act (40
CFR 162 Subpart B).

(2) For any pesticide product or use
for which State registration is prohibited
under 40 CPR 162.153(c) (2) (i)-(iv); or

(3) For use of a pesticide product in
an amount or an application to an area
in excess of that necessary to gather
data in support of an application for
State registration.
§ 172.24 Administration of state pro-

grams.
(a) State experimental use permit pro-

grams shall be generally consistent with
the federal experimental use permit pro-
gram, as set forth in 40 CFR 172, Sub-
part A.

Cb) Procedures leading to issuance: (1)
An application for an experimental use
permit shall be made in writing, and
shall contain sufficient information to
enable the State to determine whether
use pursuant to the permit would be in
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accordance with the purposes of the Act
and this Subpart.

(2) Labeling: (i) New products shall
bear labeling satisfying the requirements
of 40 CFR 172.6 (a). The designated State
agency may approve the use of the ex-
perimental program as directions for use,
if such program is to be distributed with
the product.

(1i) The designated State agency may
permit an EPA or state registered pestl-
cide to be used under an experimental
use permit to gather data necessary to
support a registration for a modified or
additional use with supplemental label-
ing as approved by It. In exercising this
discretion, the designated State agency
shall ensure that the supplemental label-
ing and the registered label torgether
satisfy the requirements of 40 CPR
172.6(a).

(3) Duration: State experimental use
permits shall be Issued for a specified
period of time (normally one year), de-
pending upon the nature of the pest
problem and the requirements of the
testing program submitted. The desig-
nated State agency should require the
applicant to propose a suitable duration
of the permit commensurate with the
program submitted. The designated State
agency may renew, extend or amend a
permit, if circumstances warrant.

(4) Limitations: The designated State
agency shall impose such limitations in
the permit as are necessary to protect
health and the environment, including
limitations on quality, sites, areas, and
other parameters of pesticide use.

(c) Program surreillance and report-
ing of data: (1) The permittee shall
supervise the test program and evalu-
ate the results of testing at each site of
application. The designated State agency
shall require the permittee to report to
it immediately any adverse effects from
use of, or exposure to, the pesticide.

(2) Reports: (i) During the course of
the program, the designated State
agency shall require the permittee to
submit such reports (both special and
periodic) as are necessary to effectively
supervise the progress of the program to
prevent unreasonable adverse effects on
man or the environment. The designated
State agency shall also require the per-
mittee to submit a final report at the
conclusion of the program.

(il) Where applicable, reports shall be
made to the U.S. Department of Agricul-
ture, Animal and Plant Health Inspec-
tion Service, as required by 40 CFR 172.8
(c).

(3) Inspection: The designated State
agency shall require the permittee or
participants in the experimental use pro-
gram to allow any authorized represent-
ative of the designated State agency,
upon presentation of official Identifica-
tion. to enter at any reasonable time,
any premises involved in the testing
program to inspect and to determine
whether there has been compliance with
the terms and conditions of the permit.
§ 172.25 EPA review.

(a) Notification of state action. (1)
Within 10 days after the Issuance of an
experimental use permit, the designated
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State agency shall notify EPA of such
Issuance by forwarding a copy of such
permit and a description of the experi-
mental program to be conducted under
the terms of the permit.

(2) Within 10 days after amendment
or revocation of an experimental use
permit by a State, the designated State
agency shall notify EPA in writing of
such amendment or revocation. Such
notice shall Include a brief explanation
of the reasons for the amendment or rev-
ocation. Where amendments to permits
Include changes in the approved labeling,.
the designated State agency shall also
forward a copy of the amended labeling.

(3) EPA shall give notice in the Fzm-
mn RE=rt of State Issuance of ex-
perimental use permits, or amendments
thereto.

Cb) -Reports. The designated State
agency shall submit such reports to EPA
in such form and containing such infor-
mation as EPA may from time to time
require.

(c) Revocaffon by EPA. Cl) The Ad-
ministrator may revoke an experimental
use permit issued under this Subpart if-
he finds:

(i) Its terms and conditions are being
violated;

(I1) Its terms and conditions are n-
adequate to avoid unreasonable adverse
effects on the environment;

(1) New evidence which demonstrates
that any tolerance will be inadequate to
protect the public health, or that any
exemption from the requirement for a
tolerance is no longer appropriate; or

(v) A failure to meet any other provi-
slon of the Act or this Subpart.

(2) Prior to revoking a state experi-
mental use permit, the Administrator-
shall consult with the State which Issued
the permit.

(3) The Administrator shal notify the
permittee in writing of such revocation.

(4) 'The permIttee shall notify all par-
ticlpants of such revocation as soon as
possible after he receives notice of revo-
cation.

(5) The revocation of a permit shall
not preclude the Administrator from ini-
tiating civil or criminal sanctions for the
violations of the permit conditions oE
otherwise as authorized by law.

(6) Hearings: U1) If an experimental
use permIttee wishes to contest the revb-
cation of any such permit, he shall,
within 20 days after receipt of notice of
such revocation, file with the Adminis-
trator a vritten request for an opportu-
nity to confer with theAdministrator (or
his designee).

(II) Within 20 days after such confer-
ence, the permittee shall be notified of
the Administrator's final decisJon.
§ 172.26 Authorization.

(a) A State may, by submitting a
State Plan, request the Administrator
to authorize the designated State agency
to issue experimental use permits to al-
low persons to gather the data necessary
to support the State registrations of pes-
ticldes to meet special local needs.

Cb) The Administrator may grant such.
authorization if the State Plan estab-
lishes that the designated State agency:
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(1) Has been certified to issue regis-
trations of pesticides to meet special local
needs within the requirements of 40 CFRi
162 Subpart B;

(2) Has adequate legal authority, in-
eluding authority.
(i) To issue experimental use permits,

subject to limitations necessary for the
protection on public health and the
environment,

(ii) To supervise the use pursuant to
an experimental use permit, as provided
in § 172.24(c),

(iiI) To deny an experimental use per-
mit if it determines that a permit is not
justified, or that the issuance of the per-
mit would cause unreasonable adverse
effects on the environment,

(iv) To amend or revoke an experi-
mental use permit, if it finds:

(A) Its terms and conditions are being
violated,
(B) Its terms and conditions are in-

adequate to avoid. unreasonable adverse
effects on the environment,
(C) Any required tolerance has-been

revoked by EPA, or any exemption from
the requirement for a tolerance has been
withdrawn by EPA, or

(D) A failure to meet any other provi-
sion of the Act or this Subpart.
(v) To comply in all other respects with

the requirements of this Subpart; and
(3) Utilizes procedures for the review

of permit applications, and for the super-
vision of use pursuant to a permit pro-
gram that are adequate to assure that
the State program will be administered
In accordance with the purposes of the
Aet or this Subpart.

(c) Revocation: The Administrator
may at any time revoke the authorization
of a State to issue experimental use per-
Inits if he determines that tle designated
State agency has not complfed with tho
requirements of this Subpart or with the
terms and conditions of sucli authoriza-
tion.
§ 172.27 State plans.

(a) A State may request authorization
to issue experimental use permits at the
time It requests certification under sec-
tion 24(c) or at any time thereafter.
States shall request authorization by
having the Governor submit a State plan
in writing to the Administrator. A copy
should be provided to the appropriate
•EPA Regional Administrator.

(b) None of the information provided
in support of a request for EPA certifica-
tion to issue special local need registra-
tions need be duplicated in the State
plan for the purpose of requesting au-
thorization to issue experimental use
permits.

(c) A State Plan shall include: (1)
Designation of the State agency respon-
sible for the administration of the State
experimental use permit program;
(2) An opinion of the State Attorney

General or the legal counsel of the des-
ignated State agency that the State has
the requisite legal authorities as set forth
in Section 172.26(b) (2) of this Subpart,
accompanied by copies of the applicable
State laws and regulations;

(3) A description of procedures the
designated State agency will follow:

(i) To review experimental use permit
applications, to ensure that experimental
use permits will be issued In accordance
with the terms and conditions of the au-
thorization, the Act, and this Subpart,
and

(i) To supervise use pursuant to the
permits, to ensure that permits are used
in accordance with their terms and con-
ditions, the Act, and this Subpart.

(d) After receiving a State plan, EPA
shall publish a FEDERAL REGISTER notice
thereof and invite interested parties to
comment thereon.

(e) EPA shall approve or reject the
State plan as expeditiously -as possible
and shall attempt to do so within 90 days
after receipt of all information consid-
ered necessary for proper review of the
State plan.

(f) Notices of approval, intention to
reject, rejection, intention to revoke, and
revocation shall be published in the FED-
ERAL REGISTER.

(g) Prior to rejecting or revoking au-
thorization, -the Administrator shall
notify the State in writing of his inten-
tion to take such action and shall afford
the State the opportunity for a hearing
as proviided in section 4(b) of the Act.

[FR Doc.75-23349 Piled 9-2-75;8:45 am]

FEDERAL DEPOSIT INSURANCE
, CORPORATION

"[12CFRPart337]
APPROVAL AND RECORD KEEPING RE-

QUIREMENTS PERTAINING TO INSIDER
TRANSACTIONS

Notice of Proposed Rule Ma4ng
1.1Notice ithereby given that the Board

of Directors (the '"Boad ' ) of the Fed-
eral -Deposit Insurance Corporation
("Corporation"), pursuant to the author-
ity in sections 7(a), 8(a), 8(b), 8(e), 9
Tenth, 1820(h) and 182G(c) ) is consider-
ing the addition of a new § 337.3 to Part
337 of Title 12 of the Code of Federal
Regulatiois. The purpose of the proposed
regulation is to curb abuses arising out
of the dealings of insiders with insured
nonmember banks through the establish-
ment of procedures which will insure that
bank boar& of directors supervise such'
transactions effectively and which will
better enable Corporation examiners to
identify and analyze such transactions.

The experience of the Corporation in-
dicates that many banks have suffered
significant loan losses, loss of revenue,
excessive costs, and other substantial
economic detriment as a result of ill-con-
sidered transactions with insiders. The
need for more vigorous supervision of
such transactions by boards of directors
and bank supervisory agencies is indi-
cated-by the fact that abusive self-deal-
ing has been the primary cause or a sig-
nificant contributing cause in more than
half of all bank failures since 1960,'In-
eluding the failure of 29 nonmember In-
sured banks. The most dramatic example
of the consequences of abusive self-deal-

Ing is the 1973 failure of United States
National Bank, San Diego, California,
Tor which the- Corporation has already
had to establish a reserve of $150 million
for losses to the deposit insurance fund.
Review of existing and past "problem"
bank cases reveals a smilar predomi-
nance of insider overreaching as a source
of serious difficulty. Moreover, an insider
transaction that is not effected on an
"arm's length" basis may lead to a dim-
inution of earnings and an erosion of
capital, even where the immediate result
Is not the bank's failure or its designa-
tion as a "problem" institution. It fol-
lows, therefore, that insider transactions
whose terms and conditions cannot be
justified under all the circumstances sur-
-rounding the transaction, increase the
risk of loss to depositors and ultimately
to the deposit insurance fund. In addi-
tion, such transactions represent a diver-
sio'n.to insiders of resources that properly
belong to all shareholders on a pro rata
basis.
The proposed regulation would seek to

minimize the risk of such abuse in in-
sured nonmember banks by requiring
meaningful board of directors review of
significant -insider transactions and by
requiring the maintenance of certain rec-
ords designed to facilitate internal con-
trol and examiner analysis of these
transactions. In addition, the proposed
regulation lists some of the factors which
the Corporation would consider In deter-
mining whether an insider transaction
or group of insider transactions indi-
cates the presence of an "unsafe or un-
sound" banking practice and what dnd
of corrective supervisory action Is war-
ranted.
Although the Corporation has deter-

mined that insider transactions require
special supervision by bank boards of di-
rector and close scrutiny by the Qbrpo-
ration's examiners, this deterination
does not mean that all transaotlons
with insiders or their interests are detri-
mental to the bank In question, or that
they should be discouraged. Rather, the
focus of the proposed regulation Is the
establishment of internal bank pro-
cedures which will minimize the poten-
tial for abuse that Inheres in the context
of insider transactions. At the same time,
the Corporation has sought to avoid un-
realistic prohibitions or unduly burden-
some requirements.
The regulation would apply to all in-

sured State nonmember banks. It defines
an "insider" as any director: officer or
employee in a position to influence a
bank's management or policies; or any
other person who has direct or indirect
control over the voting rights of more
than five percent of the shares of any
class of voting stock of a bank. An in-
sider transaction is considered to be any
business transaction between an Insured
State nonmember bank or a subsidiary
of such a bank and an insider, certain
close relatives of the insider, a related
corporation, or interests of the insider,
An insider transaction would also en-
compass any transaction between the
bank and a non-insider where the trans-
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action is made in contemplation of the
person becoming an insider or where the
transaction ultimately inures tothe bene-
fit of an insider, -r persons related to an
insider. Certain routine transactions are
expressly excluded from the coverage of
the proposed regulation, and public
comment Is invited particularly with re-
spect to other transactions which might
also appropriately be excluded.

Under the proposed regulation, the
board of directors of each insured State
nonmember bank would be required to
review and approve each insider trans-
action involving assets or services having
a fair market value greater than a speci-
fied amount which varies with the size of
the bank. Although not specifically re-
quired by the proposed regulation, prior
review and approval is desirable and
should occur except under circumstances
which render such review and approval
clearly Impractical. Where prior review
and approval by the board of directors is
clealy impractical, subsequent action
should occur as soon as possible.

The inclusion of a schedule of mini-
mum dollar amounts that will trigger the
approval requirement Is based upon a
determination that effective board of di-
rectors review is possible only if the num-
ber of transactions subject to review is
limited. Accordingly, the Corporation
proposes to require approval only for
those Insider transactions which, alone
or taken in the aggregate, are ddemed
significant relative to the size of the
bank. This determination also reflects
the fact that the impact of a transaction
of a given size will -vary depending.
among other things, on the size of the
bank. However, the inclusion of such a
schedule Is not-intended to suggest that
insider overreaching involving atransac-
tion smaller than the minimum amount
will not be the subject of examiner com-
ment or corrective action on the part of
the Corporation.

For the purpose of applying the review
and approval requirement schedule.- the
proposed regulation provides for the ag-
gregation of Insider transactions. Aggre-
gation would operate in one-of two ways,
depending Upon the nature of the insider
transaction. First, any insider transac-
tion which is a loan or other- extension
of credit would be aggregated with the
outstanding balances of all other loans or
extensions of credit involving the same
insider2 Second, any insider trdnsaction
which is not a loan or other extension of
credit would be aggregated with all simi-
lar- transactions involving the same, in-
sider which have occurred during the
twelve months preceding such transac-
tion. Accordingly. when the amount of
such transactions, aggregated according
to the appropriate method, reaches the

'For the purposes of the proposed regula-
tion, an insider transaction "involves" a given
insider If the transaction in question is be-
tween the bank and (a) such insider: (b) a
person related to such insider (c) such in-
sider prior to his or her becoming an insider
but made In contemplation of that event;
and (d) any other person where the trans-
action Inures to the benefit of such insider
or a person related to such Insider.

prescribed minimum amount in the
schedule, board of directors review and
approval would be required. The purpose
of this provision Is to avoid circumven-
tion of the proposed review and approval
process by effecting a series of transac-
tions none of which involves an amount
greater than the scheduled minimum but
which, in the aggregate, are significant.

In order to facilitate examiner review
of insider transactions and to foster ef-
fective internal controls over such trans-
actions by the bank Itself, the proposed
regulation would impose two record keep-
ing requirements. First. the minutes of
the meeting where approval of an insider
transaction or group of insider transac-
tions is given would be required to reflect
the nature of the transaction, the parties
to the transaction, that such review was
undertaken and approval given, the
names of individual directors who voted
to approve or disapprove the transaction,
and, in the case of negative votes, an op-
tional statement by each dissenting dl-
rector of his or her reasons for voting to
disapprove the proposed insidpr trans-
action. Second. the proposed regulation
would require each bank to maintain a
separate file on all Insider transactions
involving the same insider for which re-
view and approval is required under
paragraph (b). Such files would contain
all documents and other material relied
upon by the board in approving each
transaction. including the name of the
insider, the insider's position or rela-
tionship that causes such person to be
considered an insider, the date on which
the transaction was approved by the
board, the type of insider transaction and
the relevant terms of the transaction,
any other pertinent facts which serve to
explain or support the basis for the
board's decision, and any statements filed
by directors who voted not to approve the
transaction setting forth.thelr reasons

- for such vote.
In order to facilitate compliance with

its approval and review requirements,
the proposed regulation would require an
Insider having knowledge of a proposed
Insider transaction with which he or she
is involved to give timely notice of such
transaction to the bank's board of direc-
tors. Also, when the bank Itself becomes
aware of the existence of a7 completed in-
sider transaction which has not been re-
viewed and approved in compliance with
the regulation, the bank would be re-
qulied to report such transaction
promptly to the FDIC Regional Director
with Jurisdiction over the bank.

Finally, the proposed regulation makes
clear that formal compliance with Its
review and approval requirements neither
relieves the bank of Its obligation to con-
duct Its operations in a safe and sound
manner nor prevents the Corporation
from taking whatever supervisory action
It deems necessary and appropriate with
respect to any insider transaction or
group of insider transactions, including
the institution of formal proceedings un-
der section 8 of the Federal Deposit In-
surance Act. In addition, the proposed
regulation sets forth the factors which
will be considered by the Corporation's

Board of Directors in determining
whether such transaction or transac-
tions Indicate the presence of unsafe or
unsound banking practices. These fac-
tors include: whether, because of prefer-
ential terms and conditions, such insider
transactions are likely to result in signifi-
cant loan losses, excessive costs, or other
significant economic detriment which
would not occur in a comparable arm's
length transaction with a person of com-
parable creditworthiness or otherwise
similarly situated; whether transactions.
with an insider and all persons related
to that insider are excessive in amount,
either in relation to the bank's capital
and reserves or In relation to the total of
all transactions of the same type; and
whether from the nature and extent of
the bank's Insider transactions it appears
that certain insiders are abusing their
positions with the bank.

2. The proposed new § 337.3 ,eads as
follows:
§ 337.3 Inslder transactions.

(a) Definitiorns. (1) Bank. The term
"bank" means an insured State nonmem-
ber bank and any subsidiary controlled
by such bank.

(2) Person. The term "person" means
a corporation. partnership, association,
or other business entity; any trust;
or any natural person.

(3) - Control The term "control" (in-
cluding the terms "controlling" "con-
trolled by." and "under common control
with") means the possession, directly or
indirectly, of the power to direct or cause
the direction of management and poll- -

cies of a person, whether through the
ownership of voting securities, by con-
tract, or otherwise.

(4) Insfde. The term "'insider" means
any officer or employee in a position to
Influence management or policies, any
director, or any other person who has di-
rect or indirect control over the voting
rights of more than five percent of the
shares of any class of voting stock of a
bank.

(5) Person, related to an insider. The
term "person related to an insider'
means any person controlling, controlled
by or under common control with an in-
sIder, and, in the case- of a natural per-
son:

(1) An Insider's spouse;
(11) An insider's parent or stepparent

child or stepchild, or sibling; and
(iII) Any other relative who lives in an

insider's home.
(6) Insider transaction. The term "in-

sider transaction" means any business
transaction or series of related business
transactions between a bank and:

(i) An Insider of the bank;
(if) A person related to an insider of

the bank;
(11) Any other person where the trans-

action is made In contemplation of such
person becoming an Insider of the bank;
or

(iv) Any other person where the trans.
action Inures to the benefit of an insider
or a person related to an insider.

(7) Business transaction. The term
"business transaction" includes, but Is
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not limited to, the foll6wing types of
transactions:

(i) Loans or other extensions of credit;
(it) Purchases of assets or services

from the bank;
(Ill) Sales of assets or services to the

bank;
(iv) Use of the bank's facilities, its

real or personal property, or its person-
nel;

(v) Trust activities;.
(vi) Leases of property to or from

the bank; and
(vii) Payment-by the bank of commis-

sions and fees, including brokerage com-
missions and consultant, architectural
and legal fees.
For the purpose of this regulation, the
term does not include routine deposit
account activities, safekeeping transac-
tions, credit card transactions, or trans-
actions which involve the purchase from
or sale to an insider and all persons re-
lated to that Insider of property used
in the normal conduct of the bank's busi-
ness where the aggregate fair market
value of all such property purchased or
sold in any 12-month period does not
exceed $1,000.

(b) Approval and Disclosure of Insider
Transactions. An insider transaction,
either alone or when aggregated in ac-
cordance with the provisions of para-
graph (c) of this section, Involving as-
sets or services having a fair. market
value amounting to more than:

(1) $10,000 if the bank has less than
$25,000,000 in total assets; ,

(2) $20,000 if the bank has at least
$25,000,000 and not more than $100,000,-
000 In total assets;

(3) $50,000 if the bank has more than
$100,000,000 and not more than $500,-
000,000 In total assets; or

(4) $100,000 if the bank has more than
$500,000,000 in total assets
must be specifically reviewed and ap-
proved by the bank's board of directors.1
The minutes of the meeting where ap-
proval is given must indicate the nature
of the transaction, the parties to that
transaction, that such review was under-
taken and approval given, and the names
of individual directors who voted to apl
prove or disapprove the transactiom In
the case of negative votes, a brief state-
ment of each dissenting director's reason
for voting to disapprove the proposed
insider transaction must be included in
the minutes if its inclusion is requested
by the dissenting director.

2 Where a transaction is part of a series of
related transactions with the same insider or
persons related to such insider, such as draw-
downs-under a line of credit, approval of each
transaction will not be necessary so long as
the bank's board of directors approves the
entire series of such transactions, and so
long as the minutes of the meeting where
approval is given clearly show that the board
approved the specific terms and conditions
under which each-transaction would take
place and that approval was granted only
upon the condition that the entire series of
transactions would be subject to appropriate.
restrictions, Including limitations as to time
and eggregate amount.

(c) Aggregation of 'insider transac-
tions. For the purposes of paragraph (b)
of this section, insider transactions will
be aggregated with other Insider trans-
actions which involve the same inider in
'the following manner:

(1) Loans or other extensions of credit.
Any loan or other extension of credit win
be aggregated with the outstanding bal-
ances of all other loans or extensions of
credit which involve the same insider.

(2) Other insider transaction. Any in-
sider transaction which is not a loan or
extension of credit will be aggregated
with all other such Insider transactions
which involve the same insider and have
occurred during the twelve months pre-
ceding such transaction.

(d) Bank files maintained for insider
transactions. Each bank shall maintain a
separate file on all insider transactions
involving the same insider for which re-
view and approval is required under par-
agraph (b) of this section. Such files
shall contain all documents and other
material relied upon by the board in ap-
proving each transaction, Including the
name of the insider, the insider's posi-
tion or relationship that causes such
person to be considered an insider, the
date on which the tf-ansaction was ap-
proved by the board, the type of insider
transaction and the relevant terms of the
transaction, any other pertinent facts
which serve to explain or support the
basis for the board's decision, and any
statements submitted for the file by di-
rectors who voted not to approve the
transaction setting forth their reasons
for such vote.

(e) Discovery of insider relationship.
When a bank becomes aware of the ex-
istenc-e of an insider relationship after
entering Into a transaction for which
approval would have been required under
paragraph (b) of this section, the bank
shall promptly report such transaction
to the Regional Director of the Corpo-
ration in charge of the Region in which
the bank is headquartered.

(f) Knowledge of proposed insider
transactions. Any insider, having knowl-
edge of a proposed insider transaction
between the bank and:

(1) Such insider;
(2) A person related to such insider;

or
(3) Any other person where the trans-

action. inures to the benefit of such in-
sider or a person related to an insider.
shall give timely notice of such trans-
action to the bank's board of directors.

(g) Supervisory action in regard to
certain insider transactions. Notwith-
standing compliance with the review and
approval requirements of paragraph (b)
of this section, the Corporation will take
appropriate supervisory action against
the bank, its officers or Its directors when
the Corporation determines that an in-
sider transaction,- alone or when aggre-
gated with other insider transactions,
is indicative of unsafe or unsound prac-
tices. Such supervisory action may In-
volve nstitution-of formal proceedings
-under section 8-of the Federal Deposit
Insurance Act. Among the factors which
the Corporation will consider In deter-

mining the presence of unsafe or un-
sound banking practices Involving In-
sider transactions are:

(1) Whether, because of preferential
terms and conditions, such insider tvans-
dtions are likely to result In significant
loan losses, excessive costs, or other sig-
nificant economic detriment which would
not occur in a comparable arm's length
transaction with a person of comparable
creditworthiness or otherwise similarly
situated;

(2) Whether transactions with an In-
sider and all persons related to that In-
sider are excessive in amount, either In
relation to the bank's capital and re-
serves or in relation to the total of all
tvransactions of the same type: and

(3) Whether, from the nature and ex-
tent of the bank's insider transaction,
it a~ppears that certain Insiders are abus-
ing their positions with the bank.

3. This notice is published In accord-
ance with the provisions of 5 U.S.C. sec-
tion 553(b) and 12 CFR §§ 302.1, 302.2
and 302.3 regarding notice and public
participation.

4. All interested persons are invited to
submit comments in writing on or before
October 31, 1975 to Alan Miller, Execu-
tive Secretary, Federal Deposit Insur-
anceb Corporation, 550 17th Street, NV.,
Washington, D.C. 26429. The Corpor-
ation is particularly interested In public
comment on the practicality of the pro-
posed requirements and whether or not
they meet the need for more effective
supervision of this type of transaction,
All written comments will be made avail-
able for public inspection during regular
business hours at the Office of the Execu-
tive Secretary, Room 6108, at the above
address.

By Order of the Board of Directors,
August 28, 1975.

SEAL] ALAN R. MILEIt,
Executive Secretary.

[PR Doc.75-23345 Piled 9-2-75;8:46 am]

SECURITIES AND EXCHANGE
COMMISSION

E 17 CFR Part 210 3
[Release Nos. 33-"608, 34-11608, 38-191371

REPLACEMENT COST DATA
Proposal To Require Disclosure

In January 1974 In Accounting Series
Release No. 151 (39 FR'2085), the Com-
mission called attention to the problems
caused by inflation In the Interpretation
and use of financial statements prepared
on the'basis of the historical monetary
cost data currently required by general-
ly accepted accounting principles. At that
time the Commission urged supple-
mental disclosure of data showing the
magntide of "Inventory proflts" which
it defined In the release as the difference
between the historical cost of goods sold
and the current replacement cost of
such goods at the time of sale. The Com-
mission has observed very little response
to this specific suggestion in commu-
nications between registrants and In-
vestors, nor has it seen any significant
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evidence of systematio attempts to focus of the rules proposed herein is to
quantify the effect of changing current provide current economio data, an addi-
costs on the economics of a registrant's tional benefit will be to prpvide nfor-
business, despite the fact that prices and mation which will assist investors in
the rate of inflation increased substan- comparing companies which use alter-
tially in 1974. native methods for cost of sales and de-

While the current general rate of in- preciation permitted under current gen-
flation has been reduced from 1974 levels, erally accepted accounting principles.
it still persists at a rate substantially While the Commslon's objective in
above historical norms for the United proposing these rules is to improve In-
States In addition, -the general rate of vestment decision making, It believes the
inflation does not reflect the impact of data will also be useful to managers for
price changes on a particular company. internal purposes and to macro-econbmic
The impact of such price changes may decision makers who have responsibility
be substantially greater or less than for determining economic policies which
that indicated by an average or general affectbusiness activities.
rate of inflation encompassing all price In addition, the Commission has noted
changes in, an. economy since it is the development of proposals to permit
characteristic of an inflationary economy business entities to calculate deprecla-
that specific price relationships realign tion for tax purposes on the basis of cur-
rapidly and unevenly relative to the gen- -i rent replacement cost.' Such an approach
eral rate of inflation. would reflect in the calculation of tax-

In the light of the current rate of in-- able Income the current value of capital
flation and price changes, therefore, the consumed. The development of regular
Commission has concluded that it is replacement cost data on a systematic
necessary to propose amendments to its basis for reporting to investors will en-
Regulation S-X (17 CFR Part 210) able the makers of tax policy to deter-
which would require registrants to dis- mine explicitly the effect of present taxes
close in the footnotes to financial state- on economic capital and to estimate the
ments the current cost at the end of the impact of alternatives. It would also as-
reporting period of replacing inventories sist corporations in creating a data base
and productive capacity as well as the which may ultimately be used for tax re-
cost of sales and depreciation, depletion, porting purposes.
or amortization expense computed on Finally, analysis of the data provided
the basis of replacement cost during the in supplemental footnote disclosure and
reporting period. The Commission be- the experience gained by registrants in
lieves that these data will make it pos- preparing the data should assist the Fl-
sible for investors to obtain a better nancial Accounting Standards Board in
understanding of the current costs of making determinations concerning
operating the business which cannot be changes in the framework for financial
obtained from historical cost financial reporting.
statements taken alone and that such an In proposing these rules, the Commis-
understanding is necessary in order to slon is fully aware that there will be
make informed investment decisions, many problems of Implementation andUnder current conditions, the Commls- that the cost of developing the required
slon is not prepared to conclude that the information may be significant. Guide-
basic accounting model needs to be lines for Implementation of the rules pro-
changed to reflect replacement cost or posed herewith accompany the proposal.
other current value data in lieu of hls- The Commission welcomes comments on
torical cost data in the financial state- these guidelines as well as on the rules,
ments. In addition, it notes that this is and It urges registrants to use the rela-
one of the matters being invstlgated by tively long comment period to experiment
the Financal Accounting Standards in the application of the rules and guide-
Board in connection with the-Board's lines to their particular circumstances
inquiry into the conceptual framework and to report the results of these experi-
for financial statements. The Commie- ments to the Commission. The Commis-
sion believes that such a fundamental sion is particularly interested in recelv-
change in the basic accounting model Ing information about specific problems
should only be made, if at all, after such In iinplementing the proposals, receiving
a study. At the same time, It- believes suggestions about the least costly means
that the absence of any current cost or of developing the required data, and ob-
value information is a significant short- taining specific data with respect to the
coming for users of financial data about cost of implementation supported by ex-
business activities, and it feels that these hibits showing how such ;osts were esti-
proposed requirements for supplemental mated.
information will materially assist finan- The Commission wishes to emphasize
clal statement users in the interim. that it recognizes that the data proposed
I The Commission also notes that in Se- to be required herein will require the use
curties Act Release No. 5427 issued in of a substantial number of estimates and
1973 (38 FR 28948) It proposed footnote Judgments In Its preparation. The objec-
disclosure of cost of sales on a replace-
ment cost basis with the primary objec- tivity which exists when data are devel-
tive of obtaining some measure of com- oped by accumulating the results of
parability among companies using dif-
ferent historical cost methods of 'See, for example, the report of the Com-
bomputing cost of sales. No final rules en- mzttoo of InquIry Into Xnnaion and TA.-

tion, chaired by Professor Rsseu. Mthewxcompassing those proposals have yet mad appointed by the Primo Mnistw of Aus-
been adopted. Although the principal trails in 1974.
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many specific transactions will not exist
in this case. Data preparers will gen-
erally have to make use of estimating
and sampling techniques in developing
specific Indices (or making use of spe-
cioc Indices now available) that cover
certain specific types of goods and serv-
Ices, Judge the appropriateness of group-
Ing certain assets together for revalu-
ation, determine the frequency with
which Indices should be updated, and the
like. ]Due to the lack of definitive stand-
ards at this time, the resulting compu-
tations will inevitably result in greater
subjectivity than Is the case with tra-
ditional accounting information. The
Commission believes that, as experience
Is gained, .greater objectivity can be
achieved and more specific computa-
tional guidelines can be developed. How-
ever. It nlso believes that the resulting
data at present will be sufficiently spe-
cific and of great utility to investors and
that It Is not appropriate to wait for
great computational refinement before
presenting such Information to financial
statement users.

In this connection, comments are spe-
cifically solicited concerning whether the
note containing these data should be
labelled "unaudited," at least initially.
Such an approach may communicate to
Investors the lack of objective standards
and precision inherent in the data. It
may also reduce the cost of presenting
the data by reducing the procedures
which would have to be followed by inde-
pendent public accountants if the foot-
note data were not so labelled. On the
other hand, It may reduce the reliability
of the information in an area where the
accountant's judgment may be particu-
larly needed.

The Commission also specifically so-
licits comments on the desirability of
initially requiring these data only from
those companies which exceed a particu-
lar size criterion as well as comments on
what appropriate size criterion might be
used. The proposed requirement might
apply, for example, only to companies
whose total sales or total assets exceed
$50 million. In this fashion, large com-
panies with more sophisticated account-
ing systems and more extensive stock-
holder groups would Initially present
these data, and the rule could be ex-
tended to smaller registrants after more
experience is gained in its implementa-
tion.

Commission action. The Commission
hereby proposes to amend Part 210 (Reg-
ulation S-X) of 17 CPR Chapter II by
adding to § 210.3-16 paragraph (w) as
given below.
§ 210.3-16 General notes to financial

statements. (See Release No. AS-4.)

(w) Current replacem nt cost infor-
mation. (1) The current replacement
cost of inventories at each fiscal year
end for which a balance sheet is pre-
sented shall be stated. If current replace-
ment cost exceeds net realizable value
at that date, that fact shall be stated
and the amount of the excess disclosed.

(2) For the two most recent fiscal
years, state the approximate amount
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which cost of sales would have been if
It liad been calculated by estimating the
current replacement cost of goods and
services sold at the times when the sales
were made.

(3) State the stimated current cost
of replacing the productive capacity to-
gether with the current net replacement

'cost represented by the depreciable, de-
pletable and amortizable assets on hand
at the end of each ~fcal year for which
a balance sheet is presented.

(4) For the two most recent fiscal
years, state the approximate amount of
depreciation, depletion and amortization
which would have been accrued if it were
estimated on the basis of average cur-
rent replacement cost of productive ca-
pacity. For purposes of this calculatioh,
economic lives or salvage values currently
used in calculating historical cost depre-
ciation, depletion or amortization shall
generally be used. For assets being de-
preciated, depleted or amortized on a
time expired basis, -the straight-line
method shall be used in making this cal-
culation. For assets depreciated, depleted
or amortized on any other basis (such
as use), that basis shall be used for this
calculation.

(5) Describe the methods used in de-
termining the amounts disclosed in para-
graphs (w) (1) through (4) of this sec-
tion. Describe what consideration, if any,
was given in determining the answers -to
paragraphs (w) (1) and (2) of this sec-
tion to the related effects on direct labor
-costs, repairs and maintenince, utility
and other Indirect costs as a result of the
assumed replacement of productive ca-
pacity. Where the economic lives or sal-
vage values currently used in historical
cost financial statements are not used in
paragraph (w) (4) of this section -above,-
an explanation of other bases used and
the reasons therefor shall be disclosed.
If depreciation, depletion or amortization
expense is a component of inventory costs
or cost of -sales, indicate that fact -and
cross-reference the answer for this para-
graph in paragraph (w) (2) of this sec-
tion In order to avoid potential duplica-
tion in the use of these data.

(6) Furnish any additional Informa-
tion-such as the historical customary
relationships between cost changes and
changes In selling prices, the difficulty
and related cos'ts (including financing)
-which might be experienced in replacing
productive capacity-necessary to pre-
vent the above information from giving
misleading implications.

GUIDELINES FOR THE I11PLEIENATION OF
PROPOSED RuLE 3-16(w)

Introduction. Although it is relatively
easy to set forth the broad concepts un-
derlying the determination of replace-
ment cost computation for inventories,
cost of sales, depreciable, depletable and
amortizable assets, and depreciation, de-
pletion and amortization expense, it is
recognized that no simple rules can be
devised that would cover the application
of such concepts n all situations which
may arise. Accordingly, the following
guidelines are offered as further clarifi-

cation of replacement cost concepts as
-usea herein and as an aid to judgments
required during implementation of such
'concepts. These guidelines are not In-
tended to be either rigorous or exhaustive.
- General guidelines. There appear to ba
various points of view concerning how
the effects of inflation un a business en-
tity should be measured. Some suggest
-that the best approach is to adjust all
data prepared oil a historical monetary
"mlt basis by some index reflecting the
'composite effect of price changes
throughout the economy so as to reflect
historical costs on the basis of pifrchasing
power units. Others believe that the im-
pact of inflation on a particular entity
cannot be determined without consider-
ing the specific price changes experi-
enced by that entity in an inflationary
economic environment which is typically
-characterized by -ide dispersion in price
movements. There are also those who be-
lieve that both effects should be consid-
,ered by analyzing changes in specific
-prices 'affecting the firm In terms of the
proportion which results from general
Lchanges In purchasing 'power and the
'proportion which results from other faz-
-tors.

In proposing limited supplemental dis-
-closure of" replacement 'costs, the Com-
mission is requiring the presentation of
data which reflect the impact of specific
1price changes on the firm. In so doing,
the Commission is not reaching the con-
,clusion that data reflecting historical
costs on the basis of general purchasing
'power units would not be useful, nor is it
suggesting that these data would not be
valuable in analyzing specific price
changes. At the present time, however,
the Commission Is not proposing to re-
quire the presentation of data on a gen-
:eral purchasing powerbasls.

The basic objective of the Commission
In proposing to require replacement cost
data is to give investors information
about the current economics of business
operatigns rather than the value of
business assets. The disclosures proposed
do not represent a current value ap-
proach, although presumably assets
-measured by current cost will more close-
ly approximate current vahre than will
historical cost data. Accordingly, the pro-
'posal does not require disclosures related
to assets other than inventories and cer-
tain depreciable, depletable or amortiz-
able assets which represent the operating
assets of a business.I1t does not propose
supplemental disclosures in regard to
monetary assets or liabilities, invest-
ments held for monetary gain rather
than operating use, or goodwill. Similar-
ly, if assets not essential to operations
(e.g., an abandoned plant or excess land)
are included in fixed assets, such assets,
if significant, should be set forth sep-
arately on the balance sheet and no sup-
plemental replacement cost data need be
Teported in accordance with the proposed
i-ules. Such nonessential assets have also
been characterized as severable assets
which may be disposed of without im-
.pairing the firm's operating objectives
and commitments. Such assets are gen-
erally not depreciated, 'depleted -or

amo-tized and are carried on the filnan-
cial statements at the lower of cost or
met realizable value. In cases where net
realizable value is materially above cost
-and the intention to dispose of the as-
-sets exists, additional disclosure of the
imet realizable value would ordinarily be
desirablM.
, In addition, the xelease does not pro-

'pose to require revised financial 'state-
ments even on a supplemental basis, nor
dQes it require the specific disclosure of
the effect on net income of applying re-
placement cost methods. Accordingly,
although "holding gains and losses" are
implicit in asset balances computed on
a replacement cost basis, this release does
not attempt to deal with the issue of
whether or not such amounts should bn
recognized in the statement of opera-
tions. It Is noted that the issue of what
constitutes appropriate treatment of
-gains and losses currently is a cause for
great debate, which is part of the study
'of the conceptual framework for financial
statements now being undertaken by the
Financial Accounting Standards Boird.
The disclosure of selected asset balances
and expense Items indicating the Impact
of price changes on these elements of the
-entity will serve as hlgbly useful infor-
mation until these Issues are rezolvcd
and more comprehensive reporting proce.
dures are developed.

The definition of replaccment cost, For
purposes of this release, replacement
cost is the lowest amount that would
have to be paid In the normal course of
business to obtain an asset of equivalent
operating or productive capability. In the
case of depreciable, depletable or amor-
tizable assets, gross and net replacement
cost should be distinguished. Gross re-
placement cost is the total estimated
current cost of replacing total produc-
tive capacity at the end of the year while
net replacement cost Is the gross re-
placement cost adjusted for the already
expired service potential of such asscts%
Similarly, reproduction cost, which Is the
cost to :eplace an existing asset in Iden-
tical form but at current price levels,
should be distinguished. Frequently re-
placement cost and reproduction cost are
considered interchangeable. When there
is no -change in technology (affecting the
output of the asset) or materials (af-
:fecting the Input costs of the asset), both
methods should provide the same rd-
sults. When such changes have occurred,
however, replacement cost is a more ac-
cutate representation of asset value since
it gives recognition to both functional
-nd technological obsolescence. This dis-
tinction will be discussed further below.

One of the objectives Inherent In the
replacement cost approach Is to measure
the cost of maintaining the operating Ca-
pability or productive capacity of the
entity. Accordingly, It Is the current cost
associated with retaining the existing
potential of the entity for providing
goods and/or services. The concept does
not necessarily Imply that assets used
up in operations will be or would have
to be replaced with other Identical assets.

In theory, replacement cost is applied
on an item-for-Item, transactlon-by-
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transaction basis. In practice specific in-
dices are frequently applied to various
asset groupings during the accounting
period such that replacement cost and
specific price level indexing methods be-
come variants of one another. At present
there is no generally available set of in-
dices which appear useful to all entities
or various operating segments of the en-
tity. In determining replacement costs.
the use of available public indices (e.g.,
wholesale price indices) is encouraged
whenever possible since it will simplify
implementation and will enhance the ob-
jectivity of the information. Data pre-
parers will have to exercise judgment in
determining whether such indices are an
appropriate measure of the impact -of
price changes on the entity. In other
cases data preparers will have to generate
indices internally and will have to exer-
cise judgment in grouping assets ap-
propriately; in determining whether
price changes for one, a few, or all as-
sets in the group will be used to update
the indices; and in deciding how fre-
quently indices will have to be updated.
A brief description of the assumptions
and methods used is required under the
proposed rule.

Replacement cost methods require the
use of a number.of estimates. Although
in many cases these estimates may be
statistically derived and thus objectively
verifiable to some degree within the en-
tity, the current lack of detailed stand-
ards will call for considerable judgment
by data preparers. Until more experi-
ence is gained more detailed standards
are not warranted and flexibility in deal-
ing with implementation problems is
encouraged along with a general de-
scription of the method used. Accord-
ingly, it is recognized that the lack of
detailed objective standards from out-
side the firm will frequently mean that
replacement cost data will not be fully
comparable between firms. Nevertheless,
it is expected that replacement cost data
will enhance comparability when com-
pared with the variations that exist in
current generally accepted accounting
principles for inventories and deprecia-
tion which vary widely and lack detailed
objective criteria for application. Al-
though flexibility is encouraged, criteria
adopted by the entity should be con-
sistenty applied. Any subsequent change
in criteria should be disclosed when 'the
impact 'of such a change is significant.
In this way users of the information will
be able to more accurately appraise the
major impacts of price changes on the
operations of a particular entity over
time.

Occasionally entities engage in projects
with relatively fixed terms. Examples of
such projects are l.ong-term construction
cbntracts or contract research and de-
velopment programs. Frequently assets
associated with such projects have no
utility apart from that project and are
thus related to only the one particular
production cycle contemplated under the
particular project. Where this is the case
the going concern or continuity of oper-
ations assumption implicit in the replace-
ment cost method is not applicable. Ac-

cordingly it is believed that In the usual
case such assets are most appropriately
valued on a historical cost basis.

Certain regulated companies have
argued that any change n accounting
valuation methods is inappropriate to
such companies since their rate base is
determined on some other basis. However.
information about the impact of price
changes on such companies should be
provided since it appears relevant in ap-
praising the rate-making process and in
assessing the results and future prospects
of such companies.

In the case of entities whose operations
are denominated In foreign currencies,
replacement cost calculations should be
made on the basis of current costs in
those currencies. In translating those
data for purposes of the disclosures re-
quired under this rule, the exchange rate
at the balance sheet date should be used
for asset balances while the rates during
the period should be used for computing
expenses recognized during that period.

Some specific problems which may be
encountered in the application of re-
placement cost concepts to the four
specific dLselosures proposed to be re-
quired by this release arc discussed
below.

Inventory. The amount shown for In-
ventorles in the footnote disclosure pro-
posed to be required by this release is the
replacement cost determined at each
date f6r which a balance sheet Is pre-
sented. Such data will not be changed in
subsequent periods. For example, re-
placement cost of year-end 1974 inven-
tory will be based on 1974 year-end prices
and not revised In the following year
when the statements are presented again
on a comparative basis.

For. purchased inventories, replace-
ment cost should be based on current
buying prices having regard to normal
order quantities and supply conditions.
When it is difficult or Impractical to de-
termine current buying, prices on an
item-by-Item basis, it is frequently pos-
sible to approximate replacement costs
through the application of specific price
indices to the original or previously ad-
Justed costs. Similar calculations are
currently made in computing dollar-
value LIFO inventory adjustments. For
work in process and finished goods in-
ventorles, reference may be made to cur-
rent reproduction costs for the particu-
lar inventories. This usually requires the
maintaince of some form of a standard
cost system. Standard costs realistically
set and regularly updated to reflect cur-
rent input costs, rates and operating
conditions ordinarily constitute a reason-
able approximation of replacement costs.
This procedure will typically require a
revaluation of depreciable, depletable or
amortizable assets on a replacement cost
basis. Standard cost systems based on the
historical cost of productive facilities will
generally not provide the approprattp
data without adjustment.

As previously noted, considerable
judgment will be needed in selecting and/
or developing appropriate indices; in
placing some, all, or none of the assets
to be indexed Into groups with relatively

homogeneous -cost characteristics; and
In establishing the frequency (and meth-
od, if internally derived) of updating
indices. The establishment of indices
ordinarily will require the use of statis-
tical techniques. During the period, In-
dices for raw materials can be revised
regularly (usually monthly or quarterly
depending on the volatility of price
changes) based on a sampld of major in-
put categories. For work In process and
finished goods it is possible to regularly
update standard cost formulae for a sin-
gle product which is representative of a
large product group and, in this manner,
index the standard cost formulae for the
entire product group. Periodic testing of
the estimates and assumptions used in-
such approaches will facilitate increased
accuracy in the selection and develop-
ment of indices. Such approaches have
been used in practice and it appears that
the key to the development of increas-
ingly useful information to management
and shareholders is the refinement of
indices through experience over time.

Obsolete or discontinued inventory
items ihould be set forth separately and
not included In replacement cost calcula-
tions. These items are not part of the
continued production process and thus
are not essential to the continuing of
business operations.

If a company has as part of its con-
tinuing production process long-term
supply contracts at a fixed price or at a
price which accretes at a zate substan-
tially below market price, the actual
price paid under the contracts should be
used In determining replacement costs.
Where the amounts of inputs acquired
under the contracts are a substantial
part of the production process, the na-
ture and term of such contracts should
be disclosed.

Where the firm's current buying price
at the end of the period Is based upon
a supply contract of short duration and
does not reflect year-end market prices,
estimated current market price rather
than the firm's current contract buying
price should be used.

Cost of sales. The amount shown for
cost of sales should be based on current
replacement costs determined during the
course of the reporting period. Frequently
such costs win constitute estimated aver-
age replacement costs based on indices
and/or standard cost formulae used dur-
Ing the period. Accordingly, the same
methods described in the Inventory
Guidelines will be used to compute cost
of sales. It should be noted, however,
that more accurate estimates will typi-
cally be achieved by more frequent up-
dating of indices and standard costs
being applied.

In developing estimation techniques,
the objective should be to determine the
cost of replacing goods at the time sales
were made. This will result in an investor
being able to see the relationship between
sales and cost of sales on a current basis.
Computing cost of goods sold on the basis
of end-of-period replacement cost of all
goods sold during the period will not meet
the objectives of this disclosure since it
would not provide information about the
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relationships between sales during the
reporting period and cost of sales at the
time when such sales were made and thus
would not indicate the impact of price
changes on operations during the period.
To the extent that the relationships
which exist on a replacement cost basis
during the period are not indicative of
the relationships existing at the end of
the period or which are anticipated, such
facts should be disclosed.

To the extent that cost of sales in the
historical financial statements includes
costs of individual projects of a unique
sort which do not require the acquisition
of goods and services which are regularly
used in the registrant's production proc-
ess, such as is the case in many research
projects and in some construction proj-
ects 'accounted for on a percentage of
completion basis, the historical cost of
these projects should be used. If, however,
such projects require the use of standard
inputs acquired during the course of the
project, current input cost data should be
developed even if the end products pro-
duced are unique or unusual in nature.

Depreciable, depletable or amortizable
assets. The amount shown for depreci-
able, depletable or amortizable 2ssets at
the end of the period should be based on
replacement costs determined at that
time. Such data should not be changed
in subsequent periods when the state-
ments are presented again'on a compar-
ative basis.

Ordinarily the current gross replace-
ment cost along-vith current net replace-
ment cost (as earlier defined) should be
disclosed. Whenever such assets are re-
valued on the basis of their current re-
placement cost, It will -be necessary to
make an adjustment to accumulated de-
preciation In order to properly reffect"
service potential used up in prior periods
expressed in terms of replacement cost
at the current balance sheet date. 'For
purposes of the disclosure required In
this release this catch-up adjustment
should not be included in revalued ex-
Pense Items called for by this release.

Certain Intangible assets such as
licenses, franchises and the like generally
should be valued at replacement cost if
they are of an essential nature to busi-
ness operations. For other intangibles
having unique characteristics (such as
patents, trademarks and the like) his-
trtcal cost may be used. Goodwill would
not be included in the revaluation proc-
ess due to lack of any objective criteria
for evaluating it on an ongoing basis.

Other useful distinctions may be
drawn. For example, specific assets may
be distinguished by whether they are
general purpose (e.g., standard machine
tools) or special purpose (e.g., custom
tools or processes). Replacement costs
for general purpose tools may be deter-
mind directly (item-for-item at cur-
rent replacement costs) or by reference
to specific indices for an equivalent asset
or group of equivalent assets. Special
purpose and highly unique assets may
be valued on the basis of estimated re-
production costs for the specific asset-or
on the basis of estimated-unit costs to
replace the asset with one that has an

equivaldnt function (e.g., buildings may
be classified by type and valued by a
standard unit cost per square foot to re-
place that type of building).

Wherever possible, management should
attempt to value specific assets. However,
when various assets are used in an inte-
grated or Interdependenft manner, It
may be necessary to consider them as one
item to determine their replacement cost.
In such instances it is frequently possible
to view such-assets as an inseparable
group and to value the group on the
bdsit of the total number of units of
output which can be produced by that
group times the current per-unit re-
placement cost for the most efficient
substitute available for producing such

-units. Such valuation may have to be
adjusted for such factors as the physical
size of the substitute or the utility of the
increased output. It is recognized that a
recurring problem will be determining
what constitutes a most dfficient sub-
stitute.

Related to that problem is the diffi-
culty of valuing an asset on the basis of
equivalent operating or productive capa-
bility. The necessity for determining an
equivalent function arises because of
technological innovatioi that make the
most efficient replacement asset one that
has similar output but different rates or

'quality of output, or because of the lack
of availability of a strictly equivalent
asset. There is no ready solution to these
problems and the simplest answer is that
considerable judgment may be required
to determine equivalent functionality.
One approach that has been used is to
establish a basis of equivalent outputs.
For example, the current replacement
cost of a particular asset owned by the
entity would be half the price of the
nearest equivalent asset that would be
purchased as a 7replacement in the ordi-
nary course of business and that has
double the capacity. In other instances,
management may have to look at the
overall utility of a particular asset to
the entity. For example, even if automo-
biles have been substantialy technologi-
cally improved, the relevant factor mar
be that the entity needs one unit of
transportation. In such a case no consid-
eration should be given to technological
improvements in the replacement auto-
mobile.

For purposes of this release, land is
generally excluded from replacement
cost considerations since in the ordinary
case landis either not used up in the pro-
ductive process or it is held as an in-
vestment- and is not essential to con-
tinued operations. However, it should be
noted that iii some circumstances cur-
rent values for land held by the entity

-may be of substantial importance in ap-
praising the investment value of that en-
tity. Although this situation is not di-
rectly contemplated by this release, en-
tities are encouraged'to disclose esti-
mated current values for such land
where such values vary significantly
from historical cost, as well as the basis
or method used for establishing the cur-
rent value of such land. Entities supply-
ing such information will ordinarily be

expected to demonstrate to the staff of
the Commission that such values are
reasonably derived.

A special problem In applying the re-
placement cost concept occurs when at-
tempting to value natural resource re-
serves. It is not meaningful to measure
the cost of reproducing the specific mines
or wells which comprise the depletable
assets of a natural resource company. In
this case, therefore, It will normally be
necessary to estimate the cost of pur-
chasing the existing mineral reserve.
owned by the company. 'Frequently It is
possible to make such an estimate on the
basis of the value of comparable reserves
available in the market place with ad-
jtlstments as deemed appropriate, Pro-
fessional engineers are known to make
such determinations. However, where In
the judgment of management such val-
ues are not an appropriate reflection of
current values or such values cannot be
reasonably obtained, current values de-
termined on some other basis may be
used in addition to or in lieu of replace-
ment cost methods. Where this is tile
case, disclosure bf the methods used
along with the reasons for using them
and an explanation of the meaning of
the resulting valuation will be required.
Once again, entities supplying such In-
formation will ordinarily be expected to
demonstrate to the staff of the Commis-
sion that such values are reasonably
derived.

Financing leases as defined by Ac-
counting Series Release No. 147 [38 FR,
29215) should be treated as capitalized
for purposes of revealing assets in ac-
cordance with this release.

As previously discussed, assets held as
part of a particulaT project which Is ex-
pected to have a relatively fixed and non-
recurring production cycle should nor-
mally be valued on the basis of historical
cost.

Depreciation, depletion and anortiza-
tion amounts. The disclosure of the sup-
plemental footnote data in regard to de-
preciation, depletion and amortization
expense should be based on the estimated
current replacement costs during the
period. For assets used throughout the
period, the replacement cost data may be
based on the average of replacement cost
at the beginning and the end of the pe-
riod. Approximations may be used for
assets acquired during the period.

In calculating the expense amount, a
straight-line method should be used, gen-
erally based on the same useful life and
proportionate salvage value as that used
for historical cost statements. In circum-
stances where assets are valued on the
basis of the replacement cost of the most
efficient substitute and where the useful
life or proportionate salvage value of
such a substitute varies significantly
from the useful life or proportionate sal-
vage value being used in historical cost
statements for the asset being valued, It
may be necessary to adjust such lives or
salvage values to appropriately reflect
the cost of replacing such an asset. The
mature and reason for such an adjust-
ment should be disclosed where its over-
all impact would be significant,

FEDERAL REGISTER, VOL 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975

40554



PROPOSED RULES

The straight-line'method is specified Section 6(c) provides that the Com-
to achieve comparability. In so specify- -mission by rule, regulation or order may
ing,- it is recognized that any basis of exempt any person or transaction or any
measuring depreciation, depletion- or - class of persons or transactions from any
amortization of a eost base is essentially provision of the Act If and to the extent
a system of allocation rather than valua- that such exemption Is necessary or ap-
tion. The assumptions used here provide propriate in the public interest and con-
for a systematic and rational basis for sistent with the protection of investors
making such allocations, and the pdrposes fairly intended by the

Comment period and proposed effec- policy, and provisions of the Act. Sec-
tive date. Because of the significance of tion 38(a) of the Act authorizes the Coin-
this proposal, comments will be received -mission to issue such rules as are neces-
until January 31, 1976. sary or appropriate to the exercise of

The proposal supersedes amendments -powers conferred on It In the Act.
to 17 CM 210.5-02-6 originally made in Section 2(10) of the Securities Act of
Securities Act Release No. 5427 [38 FR 1933, which defines "prospectus", ex-
28948] (October 4, 1973; Securities Ex- cepts certain notices containing limited
change Act Release No. 10420, Public information from that definition and au-
Utility Holding Company Act Release thorizes the Commission to permit such

-No. 18110, Investment Company Act Re- other information In such excepted no-
lease No. 8023) to the extent that such tices by rules or regulations deemed nec-
proposals have not been adopted to date. essary or appropriate in the public In-

The foregoing are proposed to be terest and for the protection of investors.
adopted pursuant to Sections 6, 7, 8. 10 Section 19(a) of that Act gives the Corn-
and 19(a) [15 U.S.C. 77f, 77g, 77h, 77i, mlsslon authority, among other things,
77s of the Securities Act of 1933; Sec- to make.such rules and regulations as
tions 12, 13, 15(d) and 23(a) [15 U.S.C. may be necesary to carry out the pro-
781, 78m, 78o(d), 78w] of the Securities -visions of that Act.
Exchange Act of 1934; and Sections 5 Background. Pursuant to a request of
(b), 14 and 20(a) [15 U.S.C. 79e, 79n, Congress, the CommissIon staff conduct-
79t] of the Public Utility Holding Coin- ed a study of' the possible consequences
pany Act of 1935. of the repeal of section 22(d).1 On No-

All interested persons are invited to vember 4, 1974, the Commission an-
submit written comments on the pro- nounced It had determined not to recom-
posals on-or before January 31, 1976. The mend repeal.2 Instead, It set forth a corn-
communications should be addressed to prehensive program to revise the laws
the Secretary, Securities and Exchange and regulations affecting the distribution
Commission, 'Washington, D.C. 20549, of open-end investment companies The
.and should be referenced to File No. S7- Commission's program was based on a
579. All comments will be available for study, "Mutual Fund Distribution and
public inspection. ,section 22(d) of the Investment Com-

pany Act of 1940" (the "Report"), pre-By the Commission, pared by Its Division of Investment Man-
GEoRGE A. Fvzsm-moxs, agement Regulation. This is the sixth in

Secretary. a series of, releases designed to Imple-
AuGUST 21, 1975. ment that program.'

IR Doc.75-23299 Filed 8-2-75;8:45 -am]

E17 CFR Parts 230, 270]
[Release Nos. 33-5607, IC-8894, FJle No.

S7-578]
SALES LOAD VARIATIONS DURING

PERIODIC "OPEN SEASONS"
, Proposed Permission,

Notice is hereby given that the Securl-
-ties and Exchange Commission has un-
.der consideration the adoption of Rule
22d-4 [17 CFR 270.22d-4] under section
22(d) of the Investment Company Act
of 1940 (the "Act") [15 U.S.C. 80a-22
(d) I to exempt from section 22 (d), sub-
ject to certain conditions, sales of re-
deemable securities issued by a regis-
tered investment company to persons
who are shiareholders of the company
or of a company whose shares are un-
derwritten by the same underwriter.
Rule 22d-4 would be adopted by the

- Commission pursuant to the authority
granted the Commission by sections 6(c),
38(a), andL22(d) of the Act [15 U.S.C.
80a-6(c), 80a-37(a); 80-22(d) ]and see-"
tions 2(10)-(b) and 19(a) of the Securi-
ties Act of 1933 [15 U.S.C. 77b (10) (b),
77s(a) ].

2Report of the Staff of the Securltlc and
Exchange Commission on the Potential Eco-
nomic Impact of a Repeal of Section 22 (d) of
the Investment Company Act of 1940 (Nov.
1972).

2Letter transmitting ',Report on Mfutual
Fund Distribution and Section 22(d) of the
,Investment Company Act of 1940" to US.
Senate Committee on nanking. Housing and
'Urban Affairs. See also, Investment Company
Act nel. No. 8570, (Nov. 4, 1974).

:'Letter of transmittal, sizpra.
'Investment Company Act el. No. 8508

(Securities Act Rel. No. 5536) (Nov. 4. 1974)
139 FR 39868]. announced the adoption of an
.amendment to Rule 134 relating to invest-
ment company advertising. Investment Com-
pany Act Eel. No. 8571 (Securities Act Rol.
No. 5537) (Nov. 4, 1974) [39 F& 40789] an-
nounced proposed revisions of the Statement
of Policy. Investment Company Act Rel. No.
2569 (Nov. 4,1974) [39 FR 402811, announced
the adoption of an amendment to Rule 22d-1
fo permit quantity discounts and other re-
ductions in, or eliminations of, the cale3 load
for certain group purchases of investment
company securities. The fourth release, In-.
vestment Company Act Rel. No. 8878 (Au-
gust 7, 1975) [40 FR 339701 provldes certain
exemptions from Section 22(d) for variable
annuity contracts. Further amendment of
Rule 134 was effectuated pursuant to In-
vestment Company.ActEel. No. 8824 (Sccurl-
ties Act Eel. No. 5591) (June 16, 1975) [40
FR 27442].

Proposed Rule 2Zd-4. Purpose. Sec-
tion 22(d) of the Act prohibits a regis-
tered investment company, its iFiincipal
underwriter, or a dealer from selling any
redeemable security issued by such reg-
istered investment company to any per-
son except at a public offering price de-
scribed in the prospectus.

Proposed Rule 22d-4 would provide
an exemption from section 22(d) for an
Investment company Issuing redeemable
securities and for Its underwriter and
dealers to permit offers of shares to
shareholders of the company, or of com-
panies whose shares are underwitten by
the same underwriter, at a reduced or
no sales load, described in the prospec-
tus, at the same time that shares were
being offered at full sales loads to'new
Investors.

The proposed rule allows companies
and underwriters, at their option, to
reduce or eliminate sales loads charged-
on fund shares to certain fund share-
holders. Offers may be made under the
rule by a company to Its shareholders
and shareholders of other companies in
the same mutual fund complex. One of
thepurposes of the proposed rule would
be to allow mutual funds and their
underwriters to permit, -where they deem
It desirable, repeat investors of load
mutual funds to share in the distribution
economies that may accompany addi-
tional sales to fund shareholders.

Flexibilty in Marketing. The rule has
been-drafted to give broad flexibility to
funds and their principal underwri ters
In designing marketing strategies for
selling to existing shareholders. The Re-
port had suggested that such a rule con-
tain certain features such as a required
one year holding period, a limit on the
availability of an open season offer, and
a limit on the amount of shares which
could be purchased to an amount already
owned. It also suggested that periodic
payment contractual plans be excluded
from the rules' coverage at least until
completion of the plan. Rather than pre-
scribe all such limitations, the Commis-
sion prefers to publish the proposed rule
in a form which would leave to the funds
and their underwriters the opportunity
to proscribe whatever limitations they
deem appropriate.

For example, as proposed, the rule
could permit them to hold more than one
open season during a year. The duration

dThe Commisslon has previously adopted
two rules to codify certain administrative in-
terpretatlons of Section 22(d) and certain
orders for exemption from the restrictions
or variations In the sales load on redeemable
recurties. Rule 22d-1 v=us adopted in 19tg.
Investment Company Act Re!. No. 2798 (Dec.
2, 1958) 123 FR 96011. Paragraph (h) was
ubscquently amended by investment Com-

pany Act Rel. No. 6347 (Feb. 8, 1971) [36 FR,
29G5]. Rule 22d-1 was further amended by
Investment Company Act Rel. No. 8569 (Nov.
4. 1974) [39 FR 402811. Rule 22d-2 was
adopted In 1974. In addition, as indicated in
footnote 2,page 3,supra, Rule 22d-3, adopted
In 1975, provides certain -exemptions for
variable annuity contracts, Investment Com-
pany Act Rel. No. 8878 (August 7, 1975) [40
Pn 83970].

dfReport at 13, 93-97.
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of the open season could be 30 days or
whatever period in excess of 30 days they
deem to be desirable. It could even be
continuous. No limitations on the amount
of shares that might be purchased would
be required in the rule. Setting any such
limitations would also be left to funds and
their principal underwriters. If they
wish, they could make an unlimited offer,
or they could limit the offer to an amount
equal to the number or value of shares
of funds In the complex already owned
by existing shareholders or some lesser
amount.

The Commission specifically requests
comments on the need for and desirabil-
ity of including any such limitations in
the rule.

The proposed rule also would preserve
the flexibility of funds and their under-
writers to reward dealers for services ren-
dered to fund shareholders. For example,
if a fund and its underwriter decided to
offer shares under such a rule at a re-
duced load, they would be free to pass
on all or a portion of that load to dealers
who render continuing service to share-
holders who purchase under the rule.

Notice to Shareholders. The proposed
rule would require that offers be preceded
by notice to shareholders. Included in
the information to be furnished to share-
holders would be an explanation of how
to calculate any maximum amount of
shares that may be purchased pursuant
to the offer. The notice would not need
to be accompanied by a prospectus if it
satisfied the reqdirements of Rule 134
under the Securities Act of 1933. To avoid
any question of whether the notice would
be covered by that rule, a specific provi-
sion would be added to Rule 134 permit-
ting written notices of the terms of an
offer which meets the requirements of
Rule 22d-4.

Commission action: (1) It is proposed
to amend Part 270 of Chapter 1: of Title
17 of the Code of Federal Regulations by
adding a new § 270.22d-4.
§ 270.22d-4 Exemption from section

22(d) with respect to certain invest-
ments by open-end investinent com-
pany shareholders.

A registered Investment company
which is the issuer of redeemable secu-
rities (the "company"), a principal un-
derwriter, or a dealer therein may offer
shares of the company to shareholders of
the company or shareholders of compa-
nies whose shares are underwritten by
the same underwriter ("offeree share-
holders") at a reduced price descibed
in the prospectus of the company reflect-
ing reduction or elimination of the regu-
lar sales loads charged by the company,
provided that:

I On November 4, 1974, and June 16, 1975,
the Commission amended Rule 134 to expand
the scope of material permitted in Rule 134
Communications. Investment Company Act
Rel. No. 8568 (Securities Act Eel. No. 5536)
(Nov. 4, 1974) [89 FR 398681. and Investment
Company Act Rel. No. 8825 (Securities Act
Rel. No. 5591) (June 16, 1975) [40 R 274421.
Companies using Rule 134 must, however,
comply with the legend and other require-
ments of Rule 134 as amended.

(a) At least thirty days before the
offer becomes effective, offeree share-
holders are furnished with a written
notice of the terms of an offer made un-
der the rule which is dated and includes
information concerning the:

(1) Duration of the offer;
(2) Sales load, if any, charged on pur-

chases;
(3) vfethod of calculating any maxi-

mum amount of shares Jhat may be pur-
chased by an offeree shareholder pursu-
ant to the offer; and

(4) Procedures to be followed in or-
dering shares pursuant to the offer; and

(b) Offeree shareholders have owned
shares for at least six months and any
such offer remains in effect for at least
30 days.

Nov.--A notice containing statements
limited to the information set forth in para-
graph (a) of this rule and otherwise com-
plying with Rule 134 under the Securities
Act of 1933 need not be aicompanled by a
prospectus.

(2) It is proposed to amend paragraph
(a) (3) (ii) of § 230.134 of Chapter II of
Title 17 of the Code of Federal Regula-
tions as follows (bracketed portions de-
note optional material).

§ 230.134 Communications not deemed
a prospectus.

(a) •

(3) C* 
•

*

(iii) In the case of an investment com-
pany registered under the Investment
Company Act of 1940, the company's
classification and subclassiflcation under
the Act, whether It is a balanced, special-
ized, bond, preferred stock or common
stock fund and whether in the selection
of investments emphasis is placed upon
income or growth characteristics, and a
general description of an investment
company including its general attributes,
methods of operation and services of-
fered provided that such description is
not inconsistent with the operation of
the particular investment company for
which more specific information is being
given, identification of the company's
investment adviser, any logo, corporate
symbol or trademark of the company or
its investment adviser and any graphic
design or device or any attention-getting
headline, not involving performance fig-
ures, designed to direct the reader's at-
tention to textual material included in
the communication pursuant to other
provisions of this Section; and with re-
Spect to an investment company Issuing
redeemable securities whose registration
statement under this Act is effective, (A)
a description of such company's invest-
ment objectives and policies, services,
and method of operation; (B) identifica-
tion of the company's principal officers;
(C) the year of incorporation or orga-
nization or period of existence of the
company, Its investment adviser, or both;
(D) the company's aggregate net asset
value as of the most recent practicable
date; (E) the aggregate net asset value
as of the most recent practicable date of
allregistered investment companies un-
der the management of the compainy's
investment adviser; (F) any pictorial

Illustration which is appropriate for In-
clusion in the company's prospectus and
not Involving performance figures: (0)
descriptive material relating to econemlo
conditions, or to retirement plans or
other goals to which an investment in
the company could be directed, but not
directly or indirectly relating to pnsb
performance or Implying achievement of
investment objectives; and (H) a writ-
ten notice of the terms of an offer which
meets the requirements of Rule 22d-4
under the Investment Company Act of
1940 (17 CFR 270,22d-4) Provided that
(1) if any printed material permittod by
clauses (A) through (H) of this para-
graph Is included, such communication
shall also contain the following legend
set In a size typ3 at least as large as, and
of a style different from, but at least as
prominent as, that used in the major
portion of the advertisement:

For more complete Information about
(Name of Company) Including charges an
expente3 [get] [obtain] [send for] a pro-
spectus [from (Name and Adlross) I [by
sending this coupon]. Read It carefully be-
fore you Invest or [pay] [forward fundo]
[send money].

or, (2) if any material permitted by
clauses (A) through (0) of this para-
graph is used in a radio or television
advertisement, such communication shall
also contain the following legend given
emphasis equal to that used In the ma-
jor portion of the advertisement:

For more complete information about
(Name of Company) Including charges and
expenses [get] [obtain] [send for] a pro-
spectus [from (Name and Address) ], Road it
carefully before you Invest or [pay] [for-
ward funds] [send money].

For purposes of clause (B) of this par-
agraph (a) (3) (i1), "principal officers"
means the president, secretary, treas-
urer, any vice-president In charge of
a principle business function and any
other person wbo performs similar policy
making functions for the company on n
regular basis. In the case of two or more
registered investment companies having
the same investment adviser or princi-
pal underwriter, the same information
described In this paragraph (a) (3) (ill)
may be included as to each such com-
pany in a joint communication on the
same basis it is permitted in communi-
cations dealing with individual compa-
nies under this paragraph (a) (3) (i1).

• * • * •

All interested persons are Invited to
submit written statements of views and
comments on the adoption of proposed
Rule 22d-4 and the proposed amendment
to Rule 134 in triplicate to George A,
Fitzsimmons, Secretary, Securities and
Exchange Commission, 500 N. Capitol
Street, Washington, D.C. 20549 on or be-
fore October 15, 1975. They should refer
to File No. S7-578. All such communica-
tions will be available for public inspec-
tion In the Public Reference Room, 1100
It Street, NW., Washington, D.C.

By the Commission.
[SEAL] GEORGE A. FMTzsur oNs,

Seoretary.
AUGUST 19, 1975.

[FR Doc.75-23282 Filed 9-2-756;8:45 am]
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and agency statements oS oganizaton and functions are examples of documents appearing In this section.

DEPARTMENT OF STATE
IPublic Notice 461; Delegation of Authority

No. 107-3]
DEPUTY COORDINATOR, -REFUGEE AND

MIGRATION AFFAIRS •
Delegation of Contract Authority

By virtueof the authority contained in
Section 4 of the Act of May 26, 1949 (63
Stat. 111; 22 U.S.C. 2658), as amended,
and by virtue of, the authority vested in
me by Delegation of Authority No. 107-2
(Public Notice No. 454,40 F. 27956, July
2, 1975), I hereby redelegate to the Dep-
uty Coordinator, Refugee and Migration
Affairs, the functions and authority
vested in me with respect~to negotiation,
execution, amendment and termination
of contracts.

This Delegation of Authority amends
Delegation of Authority No. 107-2 of
July 2, 1975 and is effective August 18,
1975.

[SEAL] J. M. WILsoN, Jr.,
Coordinator for

Humanitarian Affairs.
AuGuST 15, 1975.

IFR Doc.75-23221 Filed 9-2-75;8:45 am]

[Public Notice CM-5/89]
ADVISORY COMMITTEE OF THE INTER-
AMERICAN TROPICAL TUNA COMMISSION

-Meeting
The Advisory Committee to the United

States Section of the Inter-American
Tropical Tuna Commission will meet
Thursday, September 18,1975, in the au-
ditorium of the Southwest Fisheries Cen-
ter, National Marine Fisheries Service,
8604 La Jolla ShoresDrive, La Jolla, Call-
-fornia at 10 nam. The agenda items are:
1975 fishing experience and outlook, 1976
preliminary fishery outlook, domestic and
international fleet development, recent
zignificant developments in countries
fishing in the eastern tropical Pacific,
review of efforts to internationalize the
tuna,/orpoise -problem, and -options for
Paris and longer range positions.

The meeting will be open to the pub-
lic, and those attending may participate
in the discussion subject to instructions
of the Chairman. -

Dated: August 25, 1975.
LO N. SCHOWENGEET,

Acting Deputy Assistant Secretary.
[FR Doc75-2219 led 9-2-75; 8:45 am]

[Public Notice CM-5/881

STUDY GROUP 2 OF THE U.S. NATIONAL
COMMITTEE FOR THE INTERNATIONAL

.RADIO CONSULTATIVE COMMITTEE(CCIR) Meeting

The Department of State announces
that Study Group 2 of the U.S. National
Committee for the International Radio
Consultative Committee (CCIR) will
meet on September 24, 1975, at 9:30 a.m.
in Room 521J, Federal 0111ce Bu lding
10B, 7th and Independence Avenue, SW.,
Washington, D.C.

Study Group 2 deals with matters re-
lating to the communications for scien-
tific satellites, space probes, spacecraft,
explorati6n satellites (eg., metcorological
and geodetic), and to interference prob-
lems concerning the radloastronomy and
radar astronomy services. The purpose of
the meeting will be a final review of work
programs in preparation for the inter-
national meeting of Study Group 2; Ge-
neva, March 1976.

Members of the general public may
attend the meeting and Join In the dis-
cusslons subject to instructions of the
Chairman. Admittance of public mem-
bers will be limited to the seating avail-
able.

Dated: August 25,1975.
Gon 0N L. HuFT CT,

Chafrman,
U.S. CCIR National Committee.

[FR Doc.75-23220 Filed 9-2-75;8:45 a]

DEPARTMENT OF DEFENSE
Department of the Air Force

ADVISORY COMMITTEE ON THE AIR
FORCE HISTORICAL PROGRAM

Meeting
The Advisory Committee on the Air

Force Historical Program will meet at
the James Forrestal Building, Washing-
ton, D.C. on September 18-19, 1975.

The purpose of the meeting is to ex-
amine the mission, scope, progress, and
productivity of the Air Force Historical
Program and make recommendations
thereon for the consideration of the Sec-
etary of the AirForce.
The meeting will be open for public

attendance, and will begin at 10 anm. on
both dates, in Room 8E-069, James For-
.restal Building. Among the topics on the
tentative agenda during the meeting are:
Air Force Historical Progress and Prob-
.lems, Contract Histories, Organizational
Changes, Personnel Plans, and Current
Status of Historical Projects.

If additional information is desired,
contact HQ USAP (AP/CHO), Washing-7
ton.'D.C. 20314, telephone 693-73944.

JALZMS J. SHEPARtD,
Col, USAF,

Director of Administration.
[Fn Doc.75-23206 Filed 9-2-75;8:45 ami

DEPARTMENT OF THE INTERIOR
Bureau of Land Management

[Wyoming 494541

WYOMING

Application
AucusT25, 1975.

Notice Is hereby given that pursuant to
section 28 of th6m ineral Leasing Act of
1920. as amended (30 U.S.C. 185), North-
west Pipeline Corporation bas applied to,
amend right-of-way grant W-49454 to
construct a natural gas pipeline across
the following lands:

S==t PnucXwAr Imroxesx, WyozaNG

T. 16 IN., B. 03 W.
Sec. 10, SSE'/4 , XWSEF, and W,,

Sec. 15, N TINE%, SWSE%. and El.
SW14;

Sec. 22, NW4NE,:
ec. 2.3 N E d S ,12 BE

The pipeline will be a part of the Bar-
rel Springs Gathering System in Carbon
County, Wyoming.

The purpose of this notice is to inform
the public that the Bureau will be pro-
ceeding with consideration of whether
the application should be approved and,
if so, under what terms and conditions.

Interested persons desiring to express
their views should send their name and
address to the District Manager, Bureau
of Land Management, P.O. Box 670,
'Rawlins, Wyoming 83201.

PmUn' C. HAUMTON,
Chief, Branch of Lands
and Minerals opcertions-

[FR Do.75-23211 Filed 9-2-75;8:45 asn]

National Park Service
DIRECTIVE FOR THE PLANNING PROCESS

OF THE NATIONAL PARK SERVICE
The National Park Service hereby pub-

lishes, for purposes of obtaining public
comment, Directive 75-2, "The Planning
Process of the National Park Service,"
dated August 1975. The directive will re-
place material in Part IV, Section 6 of
Service Activity Standards related to

-planning in existing units of the Na-
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tional Park System. The Director, Na-
tional Park Service, will approve the
directive upon completion of public re-
view and comment and appropriate ac-
tion thereto.

Interested persons are asked to provide
their comments to the Director, Na-
tional Park Service, Interior Department,
18thl and C Street, N.W.,' Washington,
D.C. 220240, within forty-five (45) days
after publication of this notice.

Dated: August 29, 1975.
GARY EVEMHARDT,

Director,
National Park Service.

THE PLANNING PROCESS OF THE NATIONAL
PARK SERVICE UNITED STATES DEPART-
WENT OF THE INTERIOR, AUGUST 1975

Chapter 1
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Chapter 3
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Chapter 7
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Chapter 9
Chapter 10
Chapter 11
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Public Involvement.
Record of Planning.
Glossary of Terms.

INTRODUCTION

Planning is a process of imagining and
evaluating possible futures. The steps in-
volved in this process-the identification
of problems and definition of goals, the
gathering of information about re-
sources, the design of strategies for solv-
ing problems and achieving goals, and
the assessment of these strategies-are
all directed toward one end: to provide a
rational basis for determining the best
future.

In the National Park Service, planning
is conducted to determine the future of
the nationally significant areas that
have been set aside as units of the Na-
tional Park Service. The purpose of this
planning is to develop alternative strate-
gies for achieving the stated manage-
ment objectives of national parks, to as-
sess these strategies, and to provide de-
cisionmakers with sufficient data to al-
low selection and implementation of the
most suitable and feasible strategy.

The National Park Service planning
process has evolved throughout the years
in response to the perceived needs of the
times. However, in recent years- rapidly
changing conditions have prompted
thorough reexamination, and in some
cases redesign, of this process. The fol-
lowing principles are today considered
both relevant and requisite to conscien-
tious planning:

Park Service planning must comply
with the provisions of the National En-
vironmental Policy Act of 1969 and other
pertinent statutes, and it must reflect
concern with the spirit as well as the let-
ter of these laws.

The public must be ,encouraged, and
given opportunities, to participate in the
planning process. Further, a public rec-
ord must be maintained to document this
process.

The planning process must be flexible
in order to adapt to changing manage-
ment needs and budgetary and man-
power limitations. A mechanism must be
developed that will allow regular assess-
ment of each park's planning needs. The
planning process must also include a
feedback system for self-correction, so
that unrealistic objectives and strategies
can be identified and culled, and more
viable ones can be developed.

The long-standing policy of employing
a multidisciplinary team to accomplish
planning tasks must be reemphasized.

More emphasis must be placed on the
gathering of sufficient information for
thorough assessment of alternative strat-
egies, for forecasting the consequences of
these strategies, and for making final
decisions.-

The planning process involves six es-
sential steps (the documents produced at
the end of each step are shown in
parentheses) :

The development of management ob-
jectives designed to achieve a park's pur-
pose (statement for management)

The identification of planning tasks
required to achieve the objectives (out-
line of planning requirements)

The specification of a method for con-
ducting the programmed planning tasks
(task directive)

The collection of required information
about the natural, cultural, and socio-
economic environment of the park (in-
formation base)

The development of alternative strat-
egles for meeting the management objec-
tives, and the analysis of their probable
consequences (environmental assess-
ment)

The selection of the most acceptable
strategy, the amplification of the pro-
posals included in this strategy, and the
a"sessment of consequences as required
(plan and, where necessary, environmen-
tal statement)

The following sections discuss the
planning documents mentioned above,
and indicate the tasks, procedures, and
responsibilities involved in preparing
these documents.

STATEMENT FOR MANAG MENT

PURPOSE AND CONTENTS
The first document to be prepared as

part of the planning process is the state-
ment for management. Each park must
have an approved itatement for manage-
-ment, which is subject to annual review
and revision.
- The statement for management can be
used to guide short- and long-term man-
agement of the park and to determine the
nature and extent of planning required
to meet the park's management objec--
tives. In the absence of more specific
planning documents, the statement for
management provides a general frame-,
work for directing park operations and
communicating park objectives to the
public.

The statement for management in-
cludes the following sections:

Purpose of the Park
Each park must be managed to pre-

serve park resources and provide for en-
vironmentally compatible public rife in
accordance- with existing National Park
Service management policies and the
park's Purpbse. The purpose is normally
defined in, or deduced from, its enabling
legislation or other legal documents pro-
viding for its establishment (reports
from congressional hearings, memoranda
of agreements, presidential proclama-
tions, secretarial orders). In clarifying
the purpose of the park, other generally
applicable guidelines, such as those
found in the Antiquities Act of 1906, the
Act establishing the National Park Serv-
ice (August 25, 1916), and the Historic
Sites Act of 1935, may be utilized. The
Park Purpote section should also Iden-
tify all relevant legal documents, and
copies of these documents should be ap-
pended to the statement for manage-
ment.

Because many National Park Service'
areas Were authorized decades ago when
different environmental and social con-
ditions existed, park purpose should be
carefully reexamined during the prepa-
ration of statements for management for
such areas. If necessary, corrective legis-
lation to redefine park purpose should be
proposed.

Significance of Park Resources
This section includes a concise descrip-

tion of the resources that prompted the
park's inclusion in the National Park
System,

Influence6 on Management
The section on inter- and extra-park

influences begins with the Identification
of legislative and administrative con-
straints on management and use of the
park. Relevant statements from the
park's enabling legislation, from state
and local ordinances, and from memo-
randa of agreement with federal, state:
and local agencies or private interests
are either quoted or paraphrased.

Second, regional influences are identi-
fied and described. These Influences may
include resources, and their uses, envi-
ronmental problems, and any organiza-
-tions or activities outside the park's
boundaries that affect and/or are af-
fected by the park. Groups having par-
ticular interest In the park, planning
commissions, transportation systems, re-
search projects, and professional societies
or organizations are examples of sub-
jects to be discussed.

Third, a brief description of the events,
trends, or processes within the park that
influence and/or are influenced by day-
to-day or long-term management Is in-
cluded. Unusual changes in visitor use
patterns or concession operations, and
deterioration of critical niatural or cul-
tural resources are examples of relevant
topics. Land Classification

This section defines existing manage-
ment zones in the park, and briefly do-
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scribes the management strategy for
each zone (see section dealing with land
classification in Chapter II of NPS Man-
agement Policies). If the park contains
-more than one mfanagement zone, a map
is prepared on a topographic base to
show the location of the zones.

Management Objectives
Tho management objectives are the

heart of the statement for management.
All -decisions concerning the manage-
ment, use, and development of the park
are directed toward achieving these ob-
jectives and fulfilling the park's purpose.
The management objectives provide a
framework for conserving park resources
and for-accommodating environmentally
compatible public use in accordance with
existing National Park Service manage-
ment; policies.
-Essentially, the management objec-
tives are a list of desired conditions. Be-
cause they spell out ends rather than
means, they do not preclude alternative
planning strategies. Rather, they piovide-
a framework that enables planners and
managers to work toward fulfilling the
park purpose,-while applying Park Serv-
ice policy. In fact, -in some' cases, the
management objectives may be park-
specific restatements of more general
Park Service management policies.

Management objectives are grouped
into two broad categories:
Resource Preservation and Management

Objectives in this category concern
natural and cultural resources such as
wildlife, soils, vegetative communities,
water, and historic and archeological
structures and sites.

Visitor Use
Objectives for visitor use concern in-

formation, interpretation, activities, pro-
grams, services (including concessions.
'where appropriate), and safety and pro-
tection requirements. These objectives
should focus on the unique park values to
be communicated to visitors, the kinds
and levels of visitor activities and serv-
ices, and the required regulation or con-
trol of uses.

PROCEDURES AND RE5PONSIBn.ITES

As stated, each park must have an
approved statement for management.
The regional director schedules the prep-
aration of this document, providing as-
sistance to the park as necessary. The
superintendent is responsible for the ac-
tual preparation of the statement.

.Prior to approval, the draft statement
for management must be made avail-
able for public review and comment for
a period of no less than 30 days. Follow-
ing public review, and modification of
the document as necessary, the draft
statement is submitted to the Director
for policy review. When cleared, it is
transmitted for approval by the regional
director.

The approved statement for manage-
ment is subject to annual review, dur-
ing which it is revised as necessary. Any
revisions must be reviewed and approved,

following the same procedure as for the
original statement.

Planning documents must reflect the
purpose, objectives, constraints, and pol-
icies indicated in the statement for man-
agement. Thus, if conditions change or
new information is brought to light dur-
ing the planning process rendering the
statement for management out-of-date,
the statement must be revised, reviewed
for compliance with existing policy, and
approved.

An Impact analysis is not prepared on
the statement for management because
the statement provides information and
policy guidance only, and does not In
itself authorize actions. Proposed actions
are subject to Impact analysis and pub-
lic scrutiny during the planning process.

The approved statement for manage-
ment is distributed by the superintend-
ent to interested citizens, concessloners,
and park employees. The public Is noti-
fied of the statement's availability
through local and regional news media.

The superintendent and regional di-
rector are authorized to continue or ini-
tiate only the following actions based on
an approved statement for management:

Management actions that cause no
significant changes in the parl: environ-
ment and that reflect the approved man-
agement objectives. Major actions affect-
ing the capacity of an area for public
use or resulting In irretrievable environ-
mental Impacts cannot be implemented
without appropriate advance planning.

Improvement or rehabilitation of ex-
isting facilities for maintenance or re-
furbishment purposes, or minor improve-
ments to fulfill health and safety re-
quirements. Upgrading of visitor accom-
modations, construction of facilities to
meet existing or projected public needs
(such as parking lots and utilities), or
other similar actions cannot be initiated.

Resurfacing and normal maintenance
of roads and trails. Realignment, upgrad-
Ing, or changing the status of roads and
trails, except for emergency and safety
purposes, is not authorized.

OuLn; O PLAMI RExQU =TS
PURPOSE AND CONTENT

The outline of planning requirements
provides the rationale for planning, spe-
cial studies, and planning-related re-
search within the park, and defines the
planning tasks required to achieve the
management objectives. The OPR Is de-
veloped by the park superintendent, who
then meets with the regional director-
and various professional personnel as ap-
propriate-to discuss planning needs and
establish planning priorities. The purpose
of the meeting is to evaluate the needs
defined in the OPR and to determine
which, if any, require programmed plan-
ning. In cases where the iark's needs can
be met without programmed planning,
professional consultation or other assist-
ance may be recommended. The regional
director reviews all OPR's for parks
within the region, arranging their plan-
ning requirements In priority sequence,
and then submits the OPR's and a pro-
posed -regional planning program to the

40559

Washington office where national prior-
Ities are established.

The- outline of planning requirements
contains:

A statement of the problem or situation
for which planning is required.

A list of the tasks and information
needed during the next 5 years to resolve
the problem or Improve the situation.

Identification of who will be respon-
sible for accomplishing the planning
tasks.

Cost estimates for the tasks Involved.
A list of all plans currentl yin effect.

PnOCEDUnRS AND RsPOxSnM=S
The draft OPR is prepared by the su-

perintendent-with assistance from re-
gional offlce staff-following approval of
the statement for management by the
regional director. After the draft OPR is
developed, reviewed, and revised accord-
ing to ren-jonal recommendations, It is
reviewed by representatives of the re-
gional'office. Denver Service Center, and'
Harpers Ferry Center who are involved in
preparing the development and profes-
sional-services program. The OPR, as
modified during this meeting, is approved
by the regi6nal director and submitted
to the Washington office along with the
proposed regional planning program. The
OPR Is reviewed and revised annually ac-
cording to the same procedure- -

Each park must have a current OPR,
even If It calls for no planning during
the designated 5-year period. Following
approval of the OPR by the regional di-
rector, a Development Package Proposal
(NPS Form 10-238) is prepared for each
approved planning task or package of
tasks. All previously prepared Develop-
ment Package Proposals related to plan-
ning that are not approved in the new
OPR are Immediately considered null
and void, and are removed from the pro-
gramflles.

TAsK Dnicrv
PURPOSE AND CoNTEN-

Once a planning task is approved and
programmed, a task directive is required.
The task direqtive (formerly the plan-
ning directive) defines the focus, nmag-
nitude, components, and schedule of the
planning task to be accomplished, as well
as the nature of the planninq product
It is an agreement between the regional
director and those who are to perform
the task. and provides an understanding
of what Is required in terms of dollars,
personnel commitments, steps to be
taken, information to be gathered, pres-
entations to be made, documents to be
produced and copies required, and pro-
Jected completion dates. The task direc-
tive indicates the procedures for com-
plying with statutory requirements, as
well as for public participation. Discl-
plines required to complete the task are
Identified, as are informational needs
and the proposed means of securing data
'in a timely fashion.

PROCEDURES AND RESPONSIBM TIES

The task directive Is prepared by the
office that has been assigned the task, in
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consultation with management and proz

fesslonal personnel as appropriate. Fol-
lowing concurrence between the super-
Intendent and the responsible official of
the assigned office, the task directive is
transmitted to the regional director for
approval. Any revisions to the directive
must also be reviewed and approved.

INFORMATION BASE

Systematic park planning requires
relevant Information cofi erning:

The biological, physical, cultural, and
socioeconomic environment of the park
and its vicinity.

The capability of facilities In and near
the park to support existing and pro-
Jected uses.

Visitor characteristics and their in-
fluence on park use.

To. allow systematic planning, an in-
formation base (formerly the resources
basic inventory) is assembled prior to
or coincident with the initiation of iden-
tified planning tasks. The information
base is essential for estimating the capa-
bility of parklands to support use with-
out unacceptable resource impairment or
a significant decrease In the quality of
the visitor experience. It provides the
basis for land classification, for the Iden-
tification, analysis, and comparison of
alternative planning strategies, and for
specific decisions on management, use,
interpretation, and development of -the
park.

The kinds and -amount of information
required depend on the nature of the
park's resources, the objectives of the
planning effort, and the adequacy and
relevance of the information already
available to planners. Judgment must be
exercised to ensure that the data
gathered are pertinent to the planning
task at hand andthat funds and man-
power are not expended unnecessarily in
procuring, storing, and evaluating mar-
ginally related or excessively detailed In-
formation.

The OPP. and the task dirdctive indi-
cate Informational needs for a given
planning task, and fix responsibility for
securing the data. Information and data
requirements Identified during planning
require revision of the task directive and
approval of appropriate Development
Package Proposals (NPS Form 10-238).

DEVELOPMENT, ANALYSIS, AND
SELECTION OF ALTERNATIVE

STRATEGIES

The development and analysis of al-
ternative strategies is the basic activity
of planning. By analyzing the strategies
that they have developed, planners en-
sure that they have considered all the
viable ways of achieving the manage-
ment objectives and have identified both
the beneficial and adverse consequences
of implementing each strategy. The
analysis facilitates objectivity in plan-
ning and decisionmaking, and may result
in the Identification of additional condi-
tions or problems that require changes
In the management objectives or plan-
ning tasks. Opportunties for public par-
ticipation. are made available while the
analysis is In progress.

NOTICES

The analysis of alternative-strategies
may include some or all of the following
activities, each of which is documented
in appropriate files:
, Analyzing management objectives to

ensure that they are not outdated, and
are valid objectives-not solutions or ap-
proachei. New objectives are formulated,
evaluated, and approved, as necessary.

Developing alternative strategies for
meeting the objectives.

Identifying and quantifying the effects
of alternative strategies on natural and
cultural resources.

Analyzing socioeconomic and political
implications.

Analyzing effects on visitors and on
the kinds and amounts of public use of
the park.

Analyzing the effects on park manage-
ment.

Estimathfg costs, manpower require-
ments, and timeframes.

Preparing an environmental. assess-
ment.

Status reports, informational bro-
chures, charts, tables, specific analyses,
and graphic displays may be prepared
during the analysis of alternative strat-
egies to communicate facts or .proposals
to the public, to identify decislonmaking
factors, or to facilitate evaluation and
culling of strategies by planners and de--
cisionmakers (see figure 1).

ENVIONMENTAL ASSESSMENT

The end product of the analysis of
strategies is the environmental assess-
ment, which indicates the cost, feasibility,
timeframe, environmental co'nsequences,
and other implications of the reason-
able alternative strategies remaining at
the end of the analysis. This document is
prepared by the office assigned the.plan-
ning task and is made available for pub-
lic review. It is then used by decision-
makers in selecting the strategy or strat-
egies that will constitute the subsequent
plan. As a result of public review, consid-
erations may be identified that have
been overlooked or insufficiently empha-
sized in the analysis. These considera-
tions should be noted, evaluated, and in-
corported where appropriate before the
document is submitted to decisionmak-
ers. -

ENVIRONMENTAL REVIRW

When all phases of the analysis are
complete, the environmental'assessment
is'transmitted to the regional director
who weighs and evaluates the alterna-
tive strategies, determining whether their
environmental consequences are signif-
icant or controversial. An environmental
review, outlining the rationale for select-
ing one or more strategies and rejecting
others, is then prepared by the regional
director. The relative importance of en-
vironmental, technical, monetary, man-
agerial, and other considerations is dis-
cussed. A determination Is made as to
whether the selected-strategies constitute
a maJorfederal action with significant or
controversial environmental impacts. If
so, a commitment is made to prepare an
environmental statement. If not, the de-
cision not to prepare an environmental
statement is documented.

The Development and
Analysis of Alternative Strategles

PLANS ANDOENVIRNMETA

TASKS

CHTATFEN T
AI.TEISLAPrTS

£NVRI 

ULENEW

ATSSVAEUT

PLANS' AND ENVIRONMENTAL
STATEMENTS

Upon completion of the environmental
review, a park plan is prepared for use
as a management tool and as a public
statement of National Park Service man-
agement intentions. If required, an envi-
ronmental statement is also prepared
concurrently with the plan.

PLANS

The general management plan (for-
merly the master plan) is the parkwldo
plan for meeting the management objec-
tives of the park. It charts a long-range
strategy for resources management, visi-
tor use, and development at a level of
detail that will facilitate implementation
of proposed actions. The general man-
agement plan also defines what Is re-
quired to ensure compliance with rele-
vant legislation and administrative poll-
cies and procedures.

The park's regional context is care-
fully considered when preparing the gen-
eral management plan. Reciprocal Influ-
ences between the park and Its surround-
ings are Identified, and the means of
harmonizing these influences are pro-
posed wherever possible. For some parks,
regional influences and problems may be
minimal and may not require any action.
However, where these Influences are of
sufficient magnitude, Joint planning with
adjacent agencies, organizations, and
other entities with jurisdiction in the
region may be desirable, and Is recom-
mended (see Management Policies, Sec-
tion U1-6).

The GMP contains the park's state-
ment for management-as revised during
the planning effort--and three interre-
lated parkwide plans:

The resources management plan, out-
lining methods for protecting, perpetu-
ating, and preserving natural and cul-
tural resources.

The visitor use pZan, outlining the
methods for interpreting park resources,
for providing for visitor use and safety,
and for supplying Information and sup-
port services.

FEDERAL REGISTER, VOL 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975



The general development plan, outlin-
ing development necessary to accomplisb
the resources management plan and visi-
tor use plan..

In a large park, implementation plans
dealing with specific sites or subjects may
be required to supplement the parkwide
GMP; such additional plans, upon com-
pletion and approval, become part of the
GAIP. In a small park, the GMP may be
sufficiently detailed to eliminate the need
for implementation plans.

Complete general management plans
are normally prepared only for parks
where anticipated major changes in pres-
ent use and/or development require
preparation of parkwide planning strate-
gies. This would apply to:

Recently authorized parks
Parks without approved master plans
Parks where exlsting plans are out-

dated
For parks with adequate GMP's (or

master plans), planning requirements
are generally limited to site- or subject-
specific implementation plans.

Implementation plans may focus on,
but need not be limited to:

Management of one or more wildlife
species within the park's ecosystem

Management of natural and prescribed
fires

Backcountry use and its regulation
Management of vegetation
Detailed guidelines for ongoing main-

tenance of historic resources
Development in specific areas of the

park _
Interpretive programs and media
Concession needs and contracted

visitor services
Furnishing of historic structures

-Determination of the suitability of
parklands for wilderness designation

Legislative proposals for boundary ad-
- justments, land use changes, increases

in authorized funding for land acquisi-
tion, development, etc.

Studies and research on carrying
capacities, visitor use, historic struc-
tures, transportation, etc.

The general management plan (or its
independently prepared compondnts)
and all implementation plans are subject
to policy review-in the Washington office
prior to approval by the regional
director.

ENVIRONMENTAL STATEMENTS

The National Park Service planning
process must be consistent with the pro-
visions of the National Environmental
Policy Act of 1969 (83 Stat. 852). NEPA
compliance requires: -

A systematic, interdisciplinary ap-
proach to planning, and objective con-
sideration of environmental values

Full involvement of other agencies and
the public during the planning process

Procurement -and use of relevant en-
vironmental information in analyzing
alternative strategies

Recordkeeping on planning activities
as a basis for decisionmaking and prep-
ara ion of documents

Preparation of an environmental
statement when the plan as a whole
constitutes a major federal action or en-

tails significant or controversial impacts tal Pollution at Federal Facilities' (38
When required, an environmental FR 34793-97).

statement (EIS) Is prepared concur- The Water Resources Planning Act of
rently with the plan and following the 1965 (42 U.S.C. § 1962).
selection of strategy or strategies by de- The Marine Protection, Research, and
cisionmakers. Although similar in scope Sanctuaries Act of 1972 (33 U.S.C.
to the environmental assessment, the en- § 1402; 16 U.S.C. § 1431).
vironmental statement does not include The Coastal Zone Management Act of
information on costs, feasibility, or other 1972 (16 US.C. § 1451).
considerations that are not directly re- Executive Order 11296, "Evaluation of
lated to the park environment. Its con- Flood Hazard in Locating Federally
tents are limited to detailed considera- Owned or Financed Buildings, Roads,
tions of the effects of the plan and Its and Other Facilities, and in Disposing of
reasdnable alternatives on the physical, Federal Lands and Properties (36 F.R.
ecological, and socioeconomic compo- 10663).
nents of the park's environment. The en- The Land and Water Conservation
vironmental statement provides for re- Fund Act of 1965, as amended (16 U.S.C.
view of environmental effects before final § 4602-4).
decisions are made. The comments of The. Uniform Relocation Assistance
the public and from other agencies help and Real Property Acquisition Policies
ensure that environmental considera- Act of 1970 (42 U.S.C. § 4601).
tions are given sufficient weight in the The Wild and Scenic Rivers Act, as
decisionmaking process and that changes amended. (16 U.S.C. § 1271).
are made in the plan where appropri- The Clean Air Act, as amended (42
ate. U.S.C. § 1857).

More specific information on environ- The Noise Control Act of 1972 (42
mental statements is provided in existing US.C. § 4901).
National Park Service guidelines for OMce of Management and Budget Cir-
preparation and review of environmental cular A-95.
assessments and environmental state- National Trails System Act (16 U.S.C.
ments. § 1241).

Other Compliance Requirements PUBLIC INVOLVEMENT
National Park Service planning must

reflect awareness of and consistencywith
a wide variety of legislative and execu-
tive requirements.

All planning efforts must comply with
the requirements of Section 106 of the
National Historic Preservation Act of
1966 (16 U.S.C. § 470f) and Executive
Order 11593 of May 13, 1971, "Protection
and Enhancement of the Cultural En-
vironment" (36 FR 8921), which require
all federal agencies to nominate to the
National Register of Historic Places po-
tentlally eligible historic properlties
under their control and to consult with
State Historic Preservation Officers and
the Advisory Council on Historic Preser-
vation on plans affecting properties on
or potentially eligible for the National
Register. The Advisory Council's "Pro-
cedures'for the Protection of Historic and
Cultural Properties" (36 CFR Part 800)
govern agency compliance with Section
106 and E.O. 11593.

Among the other laws and orders that
are relevant to National Park Service
planning are the following:

The National Park Service Organic
Act of 1916, as amended (16 U.S.C. § 1).

The Wilderness Act of 1964, as
amended (16 U.S.C. § 1131).

The Department of Transportation
Act of 1966, as amended (49 U.S.C. 1653
(f)).

The Fish and Wildlife Coordination
Act of 1934, as amended (16. U.S.C.
§ 661).

The Endangered Species Act of 1973
(16 U.S.C. § A531).

The Federal Water Pollution Control
Act, as amended (33 U.S.C. § 1251).

The Airport and Airway Development
Act of 1970 (49 U.S.C. § 1701).

Executive Order 11752, "Prevention,
Control, and Abatement of Environmen-

The goal of public involvement in the
planning process is to reach better de-
cisions. Citizen participation is consid-
ered a cornerstone of National Park Serv-
ice planning and management.

Public involvement is valuable in the
search for basic data, the identification
of goals and problems, and the formula-
tion of alternative planning strategies.
It also aids in establishing a two-way ex-
change of Information between the public
and the agency, In promoting public un-
derstanding of decisions, in Identifying
public values that influence management
decisions, and in educating the public
about the park, about management ca-
pabilities, and about what park manage-
ment can and cannot do.

Public involvement is first solicited
during the formulation of management
objectives, and subsequently during the
development of alternative strategies to
meet these objectives. Participation is
particularly important during the anal-
ysis of strategies, when input from the
public may have a significant effect on
the planning effort.

The first step in establishing effective
public involvement is to Identify affected
parties, In order to ensure broad cross-
sectional representation Next, steps must
be taken to make certain that all con-
cerned individuals and groups receive
advance notice of opportuntiea for in-
volvement. At the end of the planning
effort, all contributions from the public
must be summarized in a systematic,
objective, viable, and traceable manner.

Responsible National Park Service of-
ficials must be frugal in expending time
and energy on public Involvement Every
effort must be tailored to the situation.
The forms of Involvement vary aceord-
Ing to the requirements of the particular
planning task. Methods of public In-
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volvement include, but are not limited
to: -I

Public meetings
Workshops
Presentations to groups
Ad-hoc committees
Advisory groups
Key contacts with opinion leaders
Analysis of incoming mail
Direct mailings from the Park Servica

to the public
Questionnaires and surveys
Behavioral observations of park visi-

tors
Reports from key park staff
News Releases and mass media
Analysis of mass media
Day-to-day contacts with visitors and

the public
Normally, one or more informal'work-

shops are held during the analysis of
strategies stage. Formal ptiblic meetings
on draft plans and associated environ-
mental statements are optional.

More specific guidelines for public in-
volvement are laid down in Thomas A
Heberlein's Principles of Public Involve-
ment-A Primer for Park Service Plan-
ners and Managers (Department of Ru-
ral Sociology, University of Wisconsin,
Madison, Wisconsin. 1975).

When a general management plan is
in preparation, opportunities for public
Involvement-are normally announced in
the FEDERAL REGISTER aid in local news
media at the inception of the planning
effort, at the end of the strategies analy-
sis when the document displaying the
strategies and their consequences is
made available, and at the time the draft
plan is released for public review. At the
minimum, announcements in the FEDERAL
REGISTER must be made prior to the se-
lection of strategies as the plan's pro-
posals and following completion of the
draft plan.

For mplemefitation plans, opportuni-
ties for public involvement are an-
nounced in the FEDERAL REGISTER and ir
local news media at the time the draft
plan is made available for public review
During the preparation of these plans
other opportunities may be announced
as appropriate.

Specific responsibilities for public in-
volvement are as follows:

FEDERAL REGISTER notices: regiona
office

Notices In local news media: park
Planning and coordination of formal

public meetings and regional workshops:
regional office, with assistance (as re-
quested) from the park and the Denver
Service Center

Planning and coordination of informa
workshops in the park or Its immediate
vicinity: park

Maintaining a log of the names and
addresses of interested or potentially in.
terested individuals, as well as key con-
tacts in organizations and agencies
park

Arranging professional consultation
for the purpose of acquiring technica
Information for plans: responsible offic
(region, Denver Service Center, Harper
Ferry Center, or park)

NOTICES

Arranging consultations for the pri- groups (dates and attendance Indicated)
mary purpose of determining public sen- and similar material from public meet-
timent, as well as sources of existing or ings, workshops, and presentations to
potential controversy: park groups (dates and attendance indicated).

Maintaininga record of all public con- Results of consultations with Inter-
sultations: responsible office (legion, ested groups (dates indicated)
Denver Service Center, Harpers Ferry Results of consultations with profe3-
Center, or park) sional experts (dates indicated)

RECORD OF PLANNING News releases
News articles

For each planning'effort, the planning Questionnaires and results
team captain is responsible for keeping Analyses of public involvement
a cumulative record of the planning ac- Address list for all involved organiza-
tivities. No information is prepared spe- tions and members of the public
cifically for this file; it is sihply an The consultation with outside agen-
aggregation of the material used and cies file contains:
prepared during the planning effort. The The dates, subject matter, and results
availability of this record to the public of consultations with local, state, and
will be determined in response to indi- federal agencies, arranged chronologi-
vidual requests pursuant to the Freedom cally by agency. Documentation should
of Information Act. include identification of existing and po-

The record contains the collections-of teitial conflicts, as well as agreements
material in various stages of completion, to resolve them, if any.
such as rough drafts, tapes of public Written correspondence between the
meetings, or finished do~uments. It is Park Service and outside agencies, ar-
arranged in the following order: ranged chronologically by agency.

The statement for management file .The record of statutory compliance
contains: file contains:

The management statement, revisions A record of all actions taken specifl-
occurring while plan is in progress, rea- cally to comply with legislation, executive
sons for revising management objectives, orders, and requremehts in the Code of
and approval dates Federal Regulations, including but not

The outline of planning requirements limited to:
file contains: Surveys and studies conducted or com-

.The outline of planning requirements, missioned I
revisions occurring while plan is in prog- Consultations with state and federal
ress, and reasons for revisions agencies (dates and purpose only)

The task directive, changes occurring Chronological history of preparation
while plan is in progress, and reasons for and review of environmental documents
changes issued to comply with NEPA, Section 100
* Copies of Development Package Pro- (N-PA), E.O. 11593, as well as exist-

posals (NPS Form 10-238) relevant to ing guidelines of CEQ and DOI.
the planning effort Actions recommended in the plan spa-

The information base file contains: cifically to comply with statutory re-
Bibliographic citations for information quirements relating to design of facdll-

used in the planning effort, along with ties or land use.
the location of each reference The memoranda file contains:

New information prepared specifically All National Park Service memoranda
for the planning effort (surveys, research relating to the particular planning of-

t reports, summaries of data analyses, in- fort, arrange chronologically
. terpretatons of existing information,

sketches, tables, charts, maps, photo- Glossary of Terms
graphic plates). Raw data files and vol-- Analysis of alternative strategies-The
uminous reports are kept separately and principal activity of planning in which
referenced, planners formulate, analyze, and cull

Previous planning documents or per- alternative strategies for meeting the
tions thereof that influence the planning park's management objectives, and lden-
effort tify the beneficial and adverse conse-

The analysis of alternative strategies quences of implementing each strategy.
-file contains: Development Package Proposal (NPS

The description of the park and re- L Form 10-238)-A programming vehicle
gional environment. s a for parks to describe and justify their

Capability and desirability analyses, if planning ahd development needs,
appropriate. • Environmental assessment-A formal

1 Alternative land classification zoning documentation of the analysis of alter-
e plans, if appropriate. native strategies describing the strate-

Alternative strategies. gies and Indicating all the potential
d Environmental impacts of alternative consequencies of implementation. (This
. strategies. document is normally prepared and made

Other consequences of alternative available for public review at the end of
: strategies (engineering, feasibility, costs, the strategies analysis.)

and political, managerial, and other im- Environmental statement (EIS)-A
plications not related to the park en- formal documentation of the environ-
vironment). mental impacts of implementing the

The record of public involvement file plan (the strategy or strategies selected
contains: . by decislonmakers) and Its reasonable

• Written correspondence between the alternatives prepared in accordance with
Park Service and the public, applicable NPS, CEQ, and DOI guide-
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lines for complying with the National
Environmental Policy Act of 1969. An
EIS Is made available for review by the
public and other agencies upon comple-
tion of ank plan which constitutes a ma-
jor federal action with significant or
controversial environmental effects.

Environmental review-A written
analysis prepared by the responsible of-
ficial outlining the rationale for selecting
one or more alternative strategies as pro-
posals to be included in the subsequent
plan, and indicating whether an en-
vironmental statement is required.

General management plan (formerly
master plan)-A long-range parkwide
plan for preservation and use of park
xesources idefitifying strategies for re-
source management, visitor -use, aid de-
velopment directed toward achieving
the park's management objectives.

Information base (formerly resources
basic inventory) -Information neces-
.sary for preparing the statement for
management or a plan. The information
base varies in scope and complexity ac-
cording to the requirements of the plan-
ning effort.

Management objectives-Desired con-
ditions to be achieved withinthe park.

Outline of planning requirements-A
park-specific documentation of pro-
grammed planning needs, which states
the problems, -defines the required tasks,
identifies the office assigned the tasks,
and arranges in-park planning require-
men in priority sequence.

-Record of planning-A complete rec-
ord (filed) of planning'activites, includ-
ing the statement for management, the

- outline of planning requirements, the
information base, the analysis of alter-
native strategies, the record of public
involvement, consultations with, outside
-agencies, the record of statutory compli-
ance, and memoranda.

Statement for management-A docu-
ment prepared by the park superintend-
ent identifying the purpose of the park,
the significance of its resources, the in-
fluences on management, the existing
management zones (land classification),
and management objectives.

Task directive (formerly planning di-
rective)-A written contractual agree-
ment between the regional director and
the office assigned the planning task
establishing the focus, scope, schedule,
personnel and funding commitments, re-
quired documents, and any other require-
ments of that task.

Act establishing the National Park Service,
2-1

-Advisory Council on Historic Preservation,
8-1

Airport and Airway Development Act of 1970,
8-1

Analysis of alternative strategies, 6-1, 10-2,
11-1

Antiquities Act of i906,2-1
Clean Air Act, 8-2
Coastal Zone Management Act of 1972,8-2
Code of Regulations. 10-3
Compliance requirements, other, 8-1
Consultations with outside agencies, 10-3
Denver Service Center, 3-1, 9-3
Department of Transportation Act of 1968,

8-1

Development of alternative strategle,.-1
Endangered Species Act of 1973, 8-1
Environmental

assessment, 1-2; 6-1,2; 11-1
Impact, 2-4,10-2
review. 6-2. 11-1
statement (EIS), 1-2; 7-1,3; 11-1

Msecutive Orders
11296,8-2
11593, 8-1, 10-3
11752,8-1

mwnnAL Enc rrza notices, 9-2,3
Federal Water Pollution Control Act. 8-1
Fish and Wildlife Coordination Act of 1934,

8-1
Freedom of Information Act, 10-1
General devlopment plan. 7-1
General management plan (GMlP), 7-1,11-1
Harpers Ferry Center. 3-1, 9-3
Historic Siten Act of 1935,2-1
Implementation plans, 7-2, 9-2
Influences on management, 2-2
Information base, 1-2, -1,10-1,11-1
Land and Water Conservation Fund Act of

1965, 8-2
Land classiflcation, 2-2
management objectiles, 1-2,2-2,11-1
Marine Protection. Research, and Sanctuaries '

Act of 1972, 8-2
Master plan, 7-1,2; 11-1
memoranda 110, 1-
National Environmental Policy Act of 1969

(NEPA), 1-1, 7-3,10-3,11-1
National Historic Preservation Act of 1960,

8-1
.National Par: Service, Act establishing, 2-1,

8-1
National Register of Historic Place-, 8-1
National Trails System Act, 8-2
National Wild and Scenic Rilvers Act, 8-2
Noise Control Act of 1072, 8-2
Office of Management and Budget Circular

A-95, 8-2
Outline of planning

requirement (OPR), 1-2, 3-1,10-1, 11-1
'purpose and content, 3-1
procedures and responslbllities, 3-1

Planning I
directive, 4-1, 11-2
documents, 1-2,2-3
process, steps In, 1-2
record of, 10-1, 11-2

Plans and environmental statements. 7-1
Pinclples of Public Involvement, 9-2
Procedures for the Protection of Historic and

Cultural Properties, 8-1
Public Involvement, 1-1, 2-4, 9-1 methcds,

9-1
records, 10-2

Purpose of park, 2-1
Record of planning, 10-1,11-2
R ecord of pubUc involvement, 10-2
Record of statutory compliance, 10-3
Regional Dirdctor, authorized actions by, 2-4
Resource management, 2-3,11-1
Resourcesbasic Inventory (EBI), 5-1,11-1
Resources management plan, 7-1
Resurfacing roads and tralls, 2-4
Roads and trails, 2-4
Selection of alternative strateg e, 0-1
Significance of park resources. 2-1
State Historic Preservation Oficers, 8-1
Statement of management, 1-2, 2-1, 19-1,

11-2
purpose and content, 2-1
procedures and responsibilities, 2-3

Superintendent, authorized actions by, 2-4
Task directive. 1-2,4-1. 10-1,11-2

purpose and content, 4-1
procedures and responsibliltle3, 4-1

Trans, 2-4
Uniform Relocation Assistance and Real

Property Acquisition Policies Act of 1970,
8-2

Visitor use, 2-2,3; 5-1; 7-1; 11-1
Visitor use plan, 7-1 -
Water Resources Planning Act of 1965, 8-1
Wilderness Act of 104, 8-1

[FR Doc.75-23379 Fled 9-2-75;8:45 am]

Office of the Secretary
OUTER CONTINENTAL SHELF

Geological and Geophysical Exploration
1. On December I, 1974, Acting Sec-

retary of the Interior-John C. Whitaker
Issued a notice concerning "Outer Con-
tinental Shelf-Geological and Geophys-
ical Exploration" which was published
In the FDELar R sn on December
16, 1974 (39 FR 43562): This notice is a
supplement to that notice. Permits for
geological exiloration shall continue to
be subject to the provisions of the notice
as publised on December 16, 1974 Per-
mlts for geophysical exploration shall in
the future include the provisions of the
"Permit and Agreement for Outer Con-
tinental Shelf Geophysical Exploration",
which shall be used as an interim meas-
ure until the final publication of -regu-
lations on geological and geophysical ex-
ploration on the outer Continental Shelf
In 30 CFR Part 251. Copies of the new
Permit and Agreement may be obtained
from the appropriate Area Oil and Gas
Supervisors of the Geological Survey. -

Each person holding a permit for geo-
physical exploration issued since Novem-
ber 1, 1974, will be informed by letter by
the appropriate Area Oil and Gas Super-
visor that he may substitute the newPer-
mtl and Agreement for his existing per-
mit. The new Permit and Agreement will
provide appropriate protection for confi-
dential geophysical data submitted by
permittees. A failure to comply with the
requirements for submission bf data will
cause the Department to take appropri-
ate steps necessary to obtain the re-
quested data.

2. Consequently, sections 2, 3, ald 4 of
the notice published on December 16,
1974, are no longer applicable to geo-
physical exploration.

3. The addresses of the Area Oil and
Gas Supervisors are as follows:
-For areas off the Atlantic Coast--Harry

A. Dupont, Area Oil and Gas Supervisor,
Eastern Area, USGS, Suite 316, 1825 K
Street, NV., Washington, D.C. 20244;
telephone number (202) 343-4685.

For areas in the Gulf of Mexco-Harry
31cAndrews, Area Oil-and Gas Supervi-
sor, Gulf of Mexico Area, Office of Re-
source Evaluation and Analysis, USGS,
P.O. Box 7944, Metairie, Louisiana 70011;
telephone number (504) 680-9341.

For areas off the coast of the States of
California, Oregon, and Washington-
Fred . Shambeck, Area Oil and Gas Su- -
pervisor, Pqclflc Area, USGS, Room 7744,
Federal Building, 300 No. Los Angeles
Street, Los Angeles, California 90012;
telephone number (213) 688-2846.

For areas off the State 'of Alaska-
Rodney A. Smith, Area Oil and Gas Su-
pervisor, Alaska Area, USGS; P.O. Box
259, Anchorage, Alaska 99510; relephone
number (907) 278-357L

Dated: August 27,1975.

Acting Secretary of the Interior.
[PR Doc.75-23293 Piled 9-2-75;8:45 am]
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DEPARTMENT OF AGRICULTURE
Forest Service

SOUTH FORK SALMON RIVER
PLANNING UNIT

Availability of Final Environmental
Statement

Pursuant to Section 102(2) (C) of the
National Environmental Policy Act of
1969. the Forest Service, Department of
Agrlcultute, has prepared a final environ-
mental statement for the South Fork
Salmon River Planning Unit, Boise Na-
tional Forest and Payette National For-
est, Idaho. The Forest Service report
number Is USDA-FS-FES (Adm) R4-75-
11.

The environmental statement' identi-,
fles and evaluates the probable effects of
the land use plan for the South Fork
Salmon River Planning Unit on the Boise
and Payette National Forests in south-
central Idaho. The purpose of the plan is
to allocate National Forest lands within
the unit to specific resource uses and ac-
tivities; establish management objec-
tives; document management direction,
decisions, and necessary coordination be-
tween resource uses and activities; and
provide for the protection, use, and de-
velopment of the various resources within
the planning unit. The plan provides for
mnimizatiori of adverse effects. Minor
adverse effects from some development
activities will be temporary stream sedi-
mentation and short periods of air pollu-
tion. All resource activities will be mon-
itored so that tolerable levels of sedimen-
tation will not be exceeded In the South
Fork Salmon River.

Recreation opportunities will remain
about the present level. A total of 64,800
acres has been designated as new wilder-
ness study areas and an additional 142,-
090 acres will remain unroaded. About
14,710 acres presently undeveloped may
be developed.

The plan provides for a low to moder-
ate level of consumption resource uses
with significgnt areas remaining unde-
veloped with options for future manage-
ment remaining open.

This final environmental statement
was transmitted to CEQ on August 26,
1975.

Copies are available for Inspection
during regular working hours at the fol-
lowing locations:
USDA, Forest Service, South Agriculture

Bldg., Room 3230. 12th St. and Independ-
ence Ave., S.W., Washington, D.C. 20250.

Regional Planning Office, USDA, Forest Serv-
ice, Federal Building,- Room 4403, Ogden,
Utah 84401.

Forest Supervisor. Boise National Forest, 1075
Park Boulevard, Boise. Idaho 83706.

Forest Supervisor, Payette National Forest,
Forest Service Building, P.O. Box 1026, Idc-
Call. Idaho 83638.

District Forest Ranger. Krassel Ranger Dis-
trict, McCall. Idaho 83638.

District Forest Ranger. Cascade Ranger Dis-
trict, Cascade, Idaho 83611.

A limited number of single copies are
avallable upon request to Forest Super-
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visor Edward C. Maw, Boise National
Forest, 1075' Park Boulevard, Boise, Ida-
ho 83706 and Forest Supervisor William
B. Sendt, Payette National Forest, For-
est Service Building, P.O. Box 1026, Mc-
Call, Idaho 83638.

Copies of the environmental statement
have been sent to various Federal, State,
and local agencies as outlined in the CEQ
Guidelines.

Dated: August 26, 1975.
D. A. SCHULTZ,
Acting Director,

Regional Planning and' Budget.
IF3 Doc.75-23300 Filed 9-2-75;8:45 am]

Rural Etectrificatlon-Admlnlstration
'QUAKER STATE TELEPHONE CO.

Proposed Loan Guarantee
Under the authority of Public Law 93-

32 (87 Stat. 65) and in conformance with
applicable agency policies and procedures
as set forth in-the REA Bulletin 320-22,
"Guarantee of Loans for Telephone Fa-
cilities," dated Fabruary 4, 1975, pub-
lished In proposed form In the FEDERAL
REGISTER, September 16, 1974, (Vol.39 No.
180, pages 33228-33229) notice is hereby
given that the Administrator of REA will
consider providing a guarantee supported
by the full faith and credit of the United
States of America for a loan in the ap-
proximate amount of $11,500,000 to the
Quaker State Telephone Company, Pine
Grove, Pennsylvania. The loan funds will
be used to finance the construction of
facilities to extend telephone service to
new subscribers, and improve telephone
service for existing subscriblers.

Legally organized lending agencies
capable of making, holding and servicink
the loan proposed, to be guaranteed may
obtain information and details of the
proposed project from Mr.-Harold J. Mar-
shall, President, Quaker State Telephone
Company, Pine Grove, Pennsylvania.

To assure consideration, proposals
must be submitted (within 30 days of
the date of this notice) to Mr. Harold J.
Marshall. The right is reserved to give

.such consideration and make such eval-
uation or other disposition of all pro-
posals received, as Quaker State Tele-
phone Company and REA deem
appropriate. Prospective lenders are ad-
vised that It is anticipated that financing
for this project'will be available from the
Federal Financing Bank under a stand-
ing loan commitment agreement with
the Rural Electrification Adminis-
tration.

Coplei of the REA Bulletin 320-22 are
available from the Director, Information
Services Division, Rural Electrification
Administration, U.S. Department of
Agriculture, Washington, D.C. 20250.-

Dated at Washington, D.C., this 25
day of August, 1975.

DAviD A. TA ,
Administrator,

Rural Electriftcation Administration.
[FR Doc.76-23254 Filed 9-2-75;8:45 am].

Soil Conservation Service
NIBBS CREEK WATERSHED PROJECT,

VIRGINIA
Availability of Final Environmontal Impact

Statement
Pursuant to Section 102(2) (C) of tho

National Environmental Policy Act of
1969; Part 1500 of the Council on Envi-
ronmental Quality Guidelines (38 FR
20550, August 1, 1973): and Part 650 of
the Soil Conservation Service Guidelines
(39 FR 19650, June 3, 1974): the Soll
Conservation Service, U.S. Department
of Agriculture, has prepared a final en-
vironmental impact statement (EIS) for
the Nlbbs Creek Watevshod Project,
Amelia County, Virginia, USDA-SCS--
EIS-WS-(ADM) -75-I (F) VA,

The EIS concerns a plan for watershed
protection, flood prevention and munici-
pal and Industrial water supply. The
planned works of improvement provide
for conservation land treatment, 1 mul-
tiple-purpose reservoir with capacity for
floodwater retarding and municipal and
Industrial water.

The final EIS has been filed with the
Council on Environmental Quality.

A limited supply 'is available at the
following location to fill single copy re-
quests:
Soil Conservation Service, USDA, Room

9026, Federal Building, 400 North 8th
Street, Richmond, Virginia 23240.

(Catalog of Federal Domestic Assistanco
program No. 10.904, National Archives Refer-
ence Services.)

SHELDQN G. BOoNE,
Acting Deputr Administrator

for Water Resources, Soil
Conservation Service,

AUGUST 26, 1975.
[FR Doc.78-23205 Filed 9-2-75:8145 am]

DEPARTMENT OF COMMERCE
Domestic and International Business

Administration
AUBURN UNIVERSITY, ET AL

Applications for Duty-Free Entry of
Scientific Articles

The following are notices of the receipt
of applications for duty-free entry of
scientific articles pursuant to Section 6
(c) of the Educational, Scientific, and
Cultural Materials Importation Act of
1966 (Pablic Law 89-651; 80 Stat. 897).
Interested persons may present their
views with respect to the question of
whether an Instrument or apparatus of
equivalent scientific value for the pur-
poses for which .the article is Intended to
be used is being manufactured In the
United States. Such comments must be
filed in triplicate with the Director, Spe-
cial Import Programs Division, Office of
Import Programs, Washington, D.C.
20230, within 20 calendar days after tho
date on which this notice of application
is published in the FEDERAL REGISTER.

Amended regulations Issued under cited
Act. (40 P.R. 12253 et seq., 15 CFR 701,,
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1975) prescribe the xequirements appli-
cable to comments.

A copy of each application is on file,
and may be examined during ordinary
Commerce Department business hours at
the Special Import Programs Division,
Department of Commercm Washington,
D.C. 20230.

Docket number: 76-00090-01-47095.
Applicant: Auburn University, Chem-
istry Department, -Auburn, Alabama
36830. Article: PS-10 Photoelectron
Spectrometer and Heated Probe. Manu-
facturer: Perkin-Elmer, United King-
dom. Intended use of article: The article
is intended to be used for basic research
in the electronic structure of matter and
chemical bonding. The materials to be
studied are organic compounds which
are usually solid at room temperature.
Experiments to be conducted are meas-
urements of the photoelectron spectra of

* a free (gas phase) molecules. In addi-
tion, the article will be used by graduate
students in basic research as partial ful-
fllment of the requirements for a dis-
sertation for the degree of Doctor of
Philosophy. The article will also be used
for demonstration and student use in
applied spectroscopy courses. Applica-
tion received by Commissioner of Cus-
toms: August 20, 1975.

Docket number: 76-00089-33-77030.
Applicant: University of Pennsylvania;
School of Medicine, Department of
Physiology, 37th and Hamilton Walk
(A303 Richards Bldg.), Philadelphia, Pa.
19174. Article: NMR Spectrometer,
Model CPS-2 and Probe Head. Manufac-
turer: Spin-Lock Electronics Ltd.,

. Canada. Intended use of article: The
article is infended to be used to charac-

-terize the mole fractions and NMR re-
laxation times of the several different
populations of potassium within a va-
riety of cells, including those from hu-
man lymphocytes, urinary bladder of
the toad, frog striated muscle and rat
lymphocytes. The relationship' of the
11MR properties of potassium to physi-
ologically significant changes in tissue
activity will be studied. Application re-
ceived by Commissioner of Customs:
August 20, 1975.

Docket number: 76-00088-34-23500.
Applicant: Environmental Protection
Agency, 401 M Street, SW., Washington,
D.C. 20460. Article: Type 122 Noise Do-
simeter, and Type 129 Calibrator. Manu-
facturer: Computer Engineering Labs.,
United Kingdom. Intended use of article:
The article is intended to be used for
gathering personal noise exposure levels
within transportation systeips. Applica-
tion received by Commissioner of Cus-
toms: August 20, 1975.

Docket- number: 76-00091-33-46040.
Applicant: Temple University; Health
Science Center, Department of Pathol-
ogy, 3400 North Broad Street, Philadel-
pb3ia, Pa. 19140. Article: Electron Micro-
scope,.ModerHU-12A. Manufacturer: Hi-
tachi Ltd., Japan. Intended .use of ar-
ticle: The article is intended to be used
for research concerned .with the fine
structure of various aspects of cancer
including squamous cell carcinoma in
-which-the attachment zones at -the cell

surfaces are of considerable importance.
Of particular interest is the evaluation of
decreased numbers of attachment zones
such as desmonsomes in noncancerous
squamous epithelium invasive squamous
cell carcinoma and cell carcinoma in-
situ. The article Is also intended to be
used in studies designed to reveal the
presence of virus in the cell tissue. Ap-
plication received by Commissioner of
Customs: August 20, 1975.
(Catalog of Federal Domestic istanco Pro-
gram No. 11105. Importation of Duty-FreoEducational and ScIentflc lZateriala.)

Rrcxru M. SzEpA,
Acting Director,

Special Import Programs Division.
[FR Doc.75-23252 FiedD9-2-75;8:45 am]

AURA, INC.
Decision on Application for Duty-Free Entry

of Scientific Article
The following is a decision on an ap-

plication for duty-free entry of a scien-
tific article pursuant to Section 0(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1960 (Pub-
lic Law 89-651, 80 Stat. 897) and the reg-
ulations issued thereunder as amended
(40 FR 12253 et seq, 15 CFR 701, 1975).

A copy of the record pertaining to this
decision is available for public review
during.ordinary business hours of the
Department of Commerce, at the Ofice
of Import Programs, Department of
Commerce, Washington, D.C. 20230.

Docket number: 75-00131-10-35600.
Applicant: Aura, Inc., P.O. Box 26732,
Tucson, Arizona 85726. Article: Concave
UV Diffracting Grating. Manufacturer:

-Jobin-Yvon Optical Systems, France. In-
tended use of article: The article is In-
tended to be used for comparison with
standard ruled gratings. If they prove
superior to the ruled gratings, the holo-
graphic gratings will be utilized in the
ultraviolet spectrometer instrument
aboard the Mariner spacecrafts to Jupi-
ter and Saturn in 1977.

Comments: No comments have been
received with respect to this application.
Decision: Application approved. No in-
strument or apparatus of equivalent
scientific value to the foreign article, for
such purposes as this article is Intended
to be used, is being manufactured in the
United States. Reasons: The National
Bureau of Standards (NBS) advises in
its inemorandum dated August 8, 1975
that the article is a UV diffraction grat-
ing of the holographic type and as such
it is pertinent to the applicant's intended
purposes. NBS also advises that It knows
of no domestic holographic grating of
equivalent scientific value to the foreign
article for such purposes as the article
is Intended to be used.
(Catalog of Federal Domestic Am'stince Pro-
gram No. 11.105, Importation of Duty-Freo
Educational and Sclentflc Uaterials.)

RICHM ALM SEPPA.
Acting Director,

Special Import Programs Division.
IM Doo.7-246 7'led 9-2-75;8:45 am]

COLORADO STATE UNIV.
Decision on Application for Duty-Free Entry

of Scientific Article

The following is a decision on an ap-
plication for duty-free entry of a scien-
tific article pursuant to Section 6(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub-
lic Law 89-651. 80 Stat. 897) and the reg-
ulations issued thereunder as amended
(40 FR 12253 et seq., 15 CPR 701, 1975).

A copy of the record pertaining to this
decision Is available for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Department of
Comfnerce, Washington, D.C. 20230. ,

Docket number: 75-00558-99-74600.
Applicant: Colorado State University,
Physics Dapartment, College Avenue,
Fort Collins, Colorado 80521. Article: 24
Channel Store Unit for a Malvern High
Speed Correlator. Manufacturer: Pre-
cislon Devices and Systems Ltd., United
Kingdom. Intended use of article: The
article Is an accessory to an existlng Mal-
ven High Speed Correlator which Is in-
tended to be used to increase the resolu-
tion and flexibility of the system which
will be used to determine and analyze the
correlation spectrum.of the laser-light
scattered from the turbulent flow (either
laboratory flow or the real atmospheric
flow) under investigation.

Comments: No comments have been
received with respect to this application.
Decision: Application approved. No In-
strument or apparatus of equivalent sci-
entific value to the foreign article, for
such purposes as this article is intended
to be used, is being manufactured in the
United States. Reasons: The application
relates to a compatible accessory for an
Instrument that had been previously im-
ported for the use of the applicant insti-
tution. The article is being furnished by
the manufacturer which produced the
instrument with which the article is in-
tended to be used and is pertinent to the
applicant's purposes. The Department of
Commerce knows of no similar accessory
being manufactured in the United States,
which is interchangeable with or can be
readily adapted to the Instrument with
which the foreign article Is intended to
be used.
(Catalog of Federal Domestic AIstance Pro-
gramNO. 11.105, Importation of Duty-iree
Educational and Scientific Materials.)

RIcHM IL SEPPA,
Acting Director, pecial
Import Programs Division.

IFR Dcc.7&-23247 F led 9-2-75;8:45 am]

Applications for Duty-Free Entry of
Scientific Articles

The following are notices of the re-
ceipt of applications for duty-free entry
of sclentific articles pursuant to Section
6(c) of the Educational, Scientific, and
Cultural Materials Importation Act of
1966 (Public Law 89-651; 80 Stat. 897).
Interested persons may present their
views with respect to the question of
whether an Instrument or apparatus of
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equivalent scientific value for the pur-
poses for which the article is intended
to be used in being manufactured in the
United States. Such comments must be
filed in triplicate with the Director, Spe-
cial Import Programs Division, Oce of
Import Programs, Washington, D.C.
20230, within 20 calendar days after the
date on which this notice of'application

-is published in the FEDERAL REGISTER.
Amended regulations issued under

cited Act, (40 FR 12253 et seq., 15 CFR
'701, 1975) prescribe the requirements ap-
plicable to comments.

A copy of each application is on file,
and may be examined during ordinary
Commnerce Department business l4ours
at the Special Import Programs Divi-
sion, Department of Commerce, Wash-
ington, D.C. 20230.

Docket number: 75-00077-33-46070.
Applicant: Cornell University, New York
State Veterinary College, Pathology De-
partment, Multicategorical Research
Wing, Ithaca, New York 14850. Article:
Scanning Electron -Microscope, Model
HHS-2R, and accessories. Manufacturer;
Hitachi Ltd., Japan. Intended use of ar-
ticle: The article is intended to be used
for the following research:

(1) Reproductive studies involving re-
search on infertilitY,

(2) Research on collagen diseases and
wound healing,

(3) Cancer research on characteriza-
tion of cancer cells, invasive growth, and
cell-surface characteristics that relate to
the phenomenon of cellular contact
inhibition,

(4) Immunology research, in which
the article permits the recognition and
differentiation of the -various cell types
,which participate in immunological
responses,

(5) Gastroenterology research in
which the characteristics of the absorp-
tive surfaces of the cells that line the
digestive tract are related to gastroin-
testinal functional states and diseases,

(6) Bone pathology, in which the prov-
esses of osteold deposition and subse-
quent mineralization are followed,

(7) Eye pathology, especially disease
of the cornea, and

(8) Study of the early embryo, and the
first stages of implantation.
In addition, the article will be used in
courses in veterinary medicine for basic
instruction in cellular morphology, mem-.
brane structure, and immunology. Appli-
cation received by Commissioner of
Customs: August 18, 1975.

Docket number: 76-00081-33-46040.
Applicant: National Institute of Health,
NINCDS, Surgibal Neurology Branch,
9000 Rockville Pike, Bethesda, Md. 20014.
Article: Electron Microscope, Model EM
201C, and accessories. Manufacturer:
Philips Electronics Instruments, NVD,
The Netherlands. Intended use of aricle:
The article is Intended to be used for bi-
ological research projects involving the
peripheral nervous system and the cen-
tral nervous system. Two interests in-
clude the study of cell membrane
changes which accompany degeneration
and regeneration in the PNS and the

study of synaptic function in epilepto-
genic models in the CNS. Application re-
ceived by Commissioner of Customs: Au-
gust 18, 1975.

Docket number: 76-00082-33-90000.
Applicant: Rush-Presbyterian-St. Luke's
Medical Center, 1753 West Congress
Parkway, Chicago, Illinois 60612. Article:
EMI Scanner Body System (Prototype
Design) and accessories. Manufacturer:
EMI Limited, United Kingdom. Intended
use of-article: The article is intended to
be used for computerized tomography
studies of cancer, benign infections,
blood clots, and cirrhosis in human pa-
tients. Experiments will be conducted by
means of a tiny beam of x-radiation, nu-
merous detectors, and a fast computer.
Application received by Commissioner of
Customs: August 18,1975.

Docket number: 76-00083-75-68495.
Applicant: University of California, Los
Alamos Scientific Laboratory, P.O. Box
990, Los Alamos, NI 87545. Article:
Mechani~cal circulating pump. Manufac-
turer: SRTI, :France. Intended use of ar-
ticle: The article is intended to be used
for the separation of deuterium-tritium
mixtures by low temperature distillation.
Experiments to be conducted will include
all experiments relative to the design and
operation of an efficient deuterium-tri-
tium distillation system together with
associated pump, valves, pipes and tri-
tium handling procedures and materials
as an integral pqrtion of the Intense
Neutron Sources (a national facility for
radiation damage studies). Application
received by Commissioner of Customs:
August 18, 1975.

Docket number: 76-00084--33-90000.
Applicant: Memorial Hospital, 1901
Arlington Street, Sarasota, Florida 33579.,.
Article: EMI Scanner System with Mag-
netic Tape System. Manufacturer: EMI
Limited, United Kingdom. Intended use
of article: '±he article is intended to be
used by staff radiologists, neurosurgeons,
and neurologists for frequent studies for
papers and article for submission to ap-
propriate journals. In addition, the arti-
cles will be used to maintain a teaching
file for continuing the education of these
physicians. Students seeking degrees as
Radiology Technicians will be instructed
on the article and will be taught how to
perform scans using the equipment. Ap-
plication received by Commissioner of
Customs: August 18,1975.
(Catalog of Federal Domestic Assistance Pro-
gram No. 11.105, Importation of Duty-Free
Educational and Scientific Materials.)

RIcHARD M. SEPPA,
Acting Director,

Special Import Programs Division.
[FR Doc.-75-23251 Filed 9-2-'75;8:45 am]

GEORGE WASHINGTON U.
Decision on Application for Duty-Free Entry

of Scientific Article
The following is a decision on an ap-

plication for duty-free entry of a scien-
tific article pursuant to Section 6(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub-

lic Law 89-651, 80 Stat. 897) and the
regulations issued thereunder as
amended (40 FR 12253 et seq., 15 CFR
701, 1975).

A copy of the record pertaining to this
decision Is available for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Department of
Commerce, Washington, D.C. 20230.

Docket number: 75-00495-33-46040.
Applicant: The George Washington Uni-
versity, Department of Pathology, 2300
Eye Street, NW., Washington, D.C.
20037. Article: Electron Microscope,
Model EM 10. Manufacturer: Carl Zeiss,
West Germany. Intended use of article:
The article is Intended to be used In fine
structural studies of brain tissue from
Rhesus monkey fetuses infected with live
Influenza virus. These ultrastructural
studies are part of a broader Investiga-
tion of the teratogenic potential of
viruses for man using a primate model.
The article will also be used to conduct
a basic course entitled "Introduction to
Electron Microscopy" In which students
are to be provided with a working knowl-
edge In the basic techniques of electron,
microscopy, Including the actual opera-
tion of the transmission electron micro-
scope. In addition, the article will be
used in-the field of diagnostic pathology,

Comments: No comments have been
received with respect to this application.
Decision: Application approved. No In-
strument or apparatus of equivalent sci-
entific value to the foreign article, for
such purposes as this article is intended
to be used, Is being manufactured in the
United States. Reasons: The foreign arti-
cle provides distortion free mlcrographs
over a magnification range 100 to 200,-
00ox without a pole-piece change. The
most closely comparable domestic Instru-
ment available Is the Model EMU-4C
electron microscope currently supplied
by the Adam David Company (Adam
David). When the article was ordered the
Model EMU-4C with its standard pole-
piece, had a specified range from 1,400
to 240,000 magnifications. For survey and
scanning, the lower end of this range
could be reduced to 200 magnifications or
less. But the continued reduction of mag-
nification induced an increasingly greater
'distortion, The domestic manufacturer
suggests In Its literature on the Model
EMU-4C that for highest quality, low
magnification electron micrographs, an
optional low magnification pole-piece
providing 500-7000X should be used. It
is noted that changing the pole-piece on
the Model EMU-4C requires a break in
the vacuum of the column that induces
the danger of contamination which would
very likely lead to the failure of the
experiment.

The Department of Health, Education,
and Welfare (HEW) advises In Its memo-
randum dated August 1, 1975 that dis-
tortlon free micrographs at low magnifi-
cations (100 X) immediately followed by
high magnification examinations at
200,OOOX without a pole-piece change Is
pertinent to the applicant's purposes.
HEW also advises that the magnification
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range without role-piece *change-of the
domestic Model EMU-4C is not scien-
tifically equivalent to that of the foreign
article for the applicant's intended use.

We, therefore, find that the Model
EMU-4C is not of -equivalent sciehtiflc
value to the foreign article, for such pur-
poses as this article is intended to be
used.

The Department of Commerce knows
of no other instrument or apparatus of
equivalent scientific value to the foreign
article, for such purposes.as this article
is intended to be used, which is being
manufactured in the United States.

-(Catalog of Federal Domestic Assistance Pro-
gram No. 11.105, Importation of Duty-Free
Educational and Scientific Materials.)

RICHARD M. SEPPA,
Acting Director,

Special Import Programs Division.
IM Doc.75--23250 Filed 9-2-75;8:45 am]

NORTHWESTERN UNIV.

Decision on Application for Duty-Free Entry
. of Scientific Article

The following is a decision on an ap-
plication for duty-free entry of a scien-
tific article pursuant to Section 6(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub-
lic Law 89-651,'80 Stat. 897) and the reg-
ulationi issued thereunder as amended
(40 FR 12253 et seq, 15 CPR 701, 1975).

A copy of the record pertaining to this
decision is available for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Department" of
Coniierce, Washington, D.C. 20230.

Docket number: 75-00490-33-43400.
Applicant: Northwestern University, Au-
ditory Physiology Laboratory, Frances
Searle Building, Evanston, Illinois 60201.
Article: Automatic Stepping Micro-
manipulator and Electron Control Unit.
-Manufacturer: AB Transvertex Co.,
Sweden. Intended use of drticle: The ar-
ticle is intended to be used in experi-
ments concerned with the study of blo-
electric phenomena in the auditory sys-

-tem. Specifically, the electrical activity
generated in response to sound by the
sensory receptor cells and fibers of the
auditory nerve are investigated. The
overall-purpose of these experiments is
to delineate the energy conversion proc-
esses that take place in the inner ear
which mediate hearing.

Comments: No comments have been
received with respect to this application.
Decision: Application approved. No. in-
strument or apparatus of equivalent
scientific value to the foreign article, for
such purposes as this article Is intended
to be used, is being manufactured in the
United States. Reasons:- The foreign
article provides remote control, freedom
from creep, discrete stepping motion (4
micron increments), and atwo microi-
eter step capability.
-The Departifient of Health, Education,
and Welfare"(HEWY advises in its memo-
randum dated August 1, 1975 -that the
capabilities of the article described

above are pertinent to the applicant's
intended purposes. HEW also advises

^that it knows of no domestic instrument
of equivalent scientific value to the for-
eign. article for such purposes as the arti-
cle is intended to be used.

The Department of Commerce knows
of no other instrument or apparatus of
equivalent scientific value to the foreign
article, for such purposes as this article
is intended to be used, which Is being
manufactured in the United States.
(Catalog of Federal Domestic Assistance Pro-
gram No. 11.105. Importation of Duty-Frco
Educational and Scientific Materials.)

RICHAD M. Ss PA,
Acting Director,

Special Import Programs Division.
[FR Doc.-75-23248 Filed 9-2-75;8:45 oam]

U. OF CALIF., BERKELEY
Decision on Application for Duty-Free Entry

of Scientific Article
The following is a decision on an ap-

plication for duty-free entry of a scien-
tific article pursuant to Section 6(cl of
the Educational, Scientific, and Cultural
Materlals Importation Act of 1966 (Pub-
lic Law 89-651, 80 Stat. 897) and the reg-
ulations issued thereunder as amended
(40 FR 12253 et seq., 15 CFR 701, 1975).

A copy of the record pertaining to this
decision is available for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Department -of
Commerce, Washington, D.C. 20230.

Docket number: 75-00535-01-47500.
Applicant: University of California,
Lawrence Berkeley Laboratory, East End
of Hearst Avenue, Berkeley, California
94720. Article: Monochromator Type
THR 1500. Manufacturer: Jobin-Yvon,
France. Intended use of article: The ar-
ticle Is intended to be used in a laser iso-
tope separation program to resolve
chemiluminescence generated In chemi-
cal reactions, as well as to make basic
spectroscopic measurements on uranium
molecular vapors. Isotope shifts of ma-
terials being investigated will be meas-
ured and characteristic emission spectra
wm be recorded. The objective pursued
in the course of these investigations is
the Identification and measurement of
critical parameters of spectral lines suit-
able for use In commercial processes for
laser photoseparation of isotopes.

Comments: No comments have been
received with respect to this application.
Decision: Application approved. No In-
strument or apparatus of equivalent sci-
entific value to the foreign article, for
such purposes as this aifticle Is intended
to be used, is being manufactured In the
United States. Reasons: The foreign ar-
ticle provides a specification of a mono-
chromator with a resolution capability In
excess of 1:270,000 in the first order. The
NationalBureau of Standards (NBS) ad-
vises In Its memorandum dated Au-
gust 12, 1975 -that it knows of no domes-
tic instrument that provides a resolution
in flrst order greater than 1:100,000. NBS
also advises that (1) the greater resolu-
tion of the article is pertinent to the ap-

plicant's intnded pur:oses and'(2) it
knows of no Instrument of equivalent
scientific value to the foreign article for
such purposes as the article is intended
to be used which Is being manufactured
In the United States.
(Catalog of Federal Domestic Assistance Pro-
gram No. 11.105. Importation of Duty-Free
Educational and Scientific Materials.)

RICHMD M. SE=A,
Acting Director,

Special Import Programs Division.
[FRDo.'5--23249 Filed 9-2-75;8:45 am]

FOREIGN AVAILABILITY SUBCOMMITTEE
OF THE NUMERICALLY CONTROLLED
MACHINE TOOL TECHNICAL ADVISORY
COMMITTEE

Open Meeting
Pursuant to the provisions of the Fed-_

eral 'Advisory Committee Act, 5 US.C.
App. I (Supp. :1I, 1973), notice is
hereby given that a meeting of the For-
eign Availability Subcommittee of the
Numerically Controlled Machine Tool
Technical Advisory Committee will be
held on Monday, October 6, 1975 at 1:00
pm. In Room 4833. Main Commerce
Building, 14th and Constitution Avenue,
NW.. Washington, D.C.

The Numerically Controlled Mahine
Tool Technical Advisory Committee was
initially established on January 3, 1973.
On December 20. 1974, the Acting As-
sistant Secretary for Administration ap-
proved the recharter and extension of
the Committee for two additional years,
pursuant to Section 6(c) (1) of the Ex-
port Administration Act of 1969, as
amended. 50 U.S.C. App. Sec. 2404(c) (1)
(Supp. I1, 1973) and the Federal Advi-
sory Committee Act. The Foreign Avail-
ability Subcommittee of the Numerically
Controlled Machine Tool Technical Ad-
visory Committee was Initially estab-
lished on July 10, 1973. On July 15, 1975,
the Director, Office of Export Adminis-
tration approved the reestablishment of
the Subcommittee, pursuant to the
charter of the Committee.

The Committee advises the Office of
Export Administration, Bureau of East-
West Trade, with respect to questions
Involving technical matters, world-wide
availability and actual utilization of pro-
duction and technology, and licensing
procedures which may affect the level of
export controls applicable to numeri-
cally controlled machine tools, includ-
ing technical data related thereto, and
including those whose export is subject
to multilateral (COCOM controls. The
Foreign Availability Subcommittee was
formed to determine the extent of for-
eign capability in numerically controlled
technoloy.

The agenda for the meeting is:
(1) O'ening remarks by the Subcom-_

mittee Chairman.
(2) Presentation of papers or com-

ments by the public.
(3) Discussion of definitive Work pro-

gram of the Subcommittee:
. (a) Specific topic areas to be
addressed.

(b) Role of industry and government
representatives.

FEDERAL REGISTER, VOL 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975

40567



NOTICES

(c) Time frame to undertake the work
program.

The meeting will be open for public ob-
servation and a limited number of seats
will be available to the public. To the
extent time permits members of the
public may present oral statements to
the Subcommittee. Written statement
may be submitted at any time before or
after the meeting.

Copies of the minutes of themeeting
will be available upon written request
addressed to the Freedom of Information
Officer, Room 3100, Domestic and Inter-
national Business Administration, U.S.
Department of Commerce, Washington,
D.C. 0230.

For further information, contact Mr.
Charles C. Swanson, Director, Opera-
tions Division, Office of Export Admin-
istration, Domestic and International
Business Administration, Room 1620,
U.S. Department of Commerce, Wash-
ington, D.C. 20230, telephone: A/C 202/
967-4196.

Dated: August 28, 1975.
RAER H. MEYER,

Direct6r, Office of t Export Ad-
ministration, Bureau of East-
West Trade, U.S. Department
of Commerce.

[FR Doc.75-23279 Filed 9-2-75';8:45 am]

NEW TECHNOLOGY SUBCOMMITTEE OF
THE NUMERICALLY CONTROLLED MA-
CHINE TOOL TECHNICAL ADVISORY
COMMrITEE

Open Meeting
Pursuant to the provisions of the Fed-

eral Advisory Committee Act, 5 U.S.C.
App. I (Supp. III, 1973), notice is hereby
given that a meeting of the New Tech-
nology Subcommittee of the Numerically
Controlled Machine Tool Technical
Advisory Committee will be held on
Monday, October 6, 1975 at 9 a.m. In
Room 4833, Main Commerce Building,
14th and Constitution Avenue, NW.,
Washington, D.C..

The Numerically Controlled Machine
Tool Technical Advisory Committee was
Initially established on January 3, 1973.
On December 20, 1974, the Acting Assist-
ant Secretary for Administration ap-
proved the recharter and extension of
the Committee for two additional years,
pursuant to Section 5(c) (1) of the Ex-
port Administration Act of 1969, as
amended, 50 U.S.C. App. See. 2404(c) (1)
(Supp. 11I, 1973) and the Federal Advi-
sory Committee Act. The New Technol-
dgy Subcommittee of the Numerically
Controlled Machine Tool Technical Ad-
visory Committee was established on
July 15, 1975. with the approval of the
Director, Office of Export Administra-
tion, pursuant to the charter of the
Committee.

The Committee advises the Office of
Export Administration, Bureau of East-
West Trade, with respect to questions
involving technical matters, world-wide
availability and Actual utilization of pro-
duction and technology, and licensing
procedures which may affect the level of

export controls applicable to numerically
controlled machine tools, including
technical data related thereto, and in-
cluding.those whose export is subject
to multilateral (COCOM) controls. The
New Technology Subcommittee was
formed to determine the impact of ad-
vanced electronics on the design of nu-
merically controlled systems.

The agenda for the meeting is:
(1) Opening remarks by the Subcom-

mittee Chairman.
(2) Presentation of papers or com-

ments by the public.
(3) Discussion of future work pro-

grams of the Subcommittee:
(a) Identification of areas of new tech-

nology related to the purpose of the
Committee, including DNC, CAM, micro-
processors, software, robots and pro-
grammable controls.
(b) Possible identification of resource

persons in each area of interest.
The meeting will be open for public

observation and a limited number of
seats will be available to the public. To
the extent time permits members of the
public'may present oral statements to
the Subcommittee. Written statements
may be submitted at any time before or
after the meeting.

Copies of the minutes of the meeting
will be available upon written request
addressed'to the Freedom of Informa-
tion Officer, Room 3100, Domestic and
International Business Administration,
U.S. Department of Commerce, Wash-
ington, D.C. 20230.

For further information, contact Mr.
Charles C. Swanson, Director, Opera-
tions Division, Office of Export Admin-
Istration, Domestic and International
Business Administration, Room 1620,
U.S. Department of Commerce, Wash-
ington, D.C. 20230, telephone: A/C 202/
967-4195.

Dated August 28, 1975.
RAER H. MEYER,

Director, , Office of Export Ad-
ministration, Bureau o1 East-
West Trade, U.S. Department
of Commerce.

[FR Doc.75-23278 Filed 9-2-75;8:45 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[Docket No. 75F-02061

NALCO CHEMICAL CO.
Filing of Petition for Food Additive

Pursuant to provisions of the Federal
Food, Drug, and.Cosmetic Act (see. 409
(b) (5) ,72 Stat. 1786 (21 U.S.C. 348
(b) (5)) ), n6tice is given that'a petition
(PAP 5H3110) has been filed by Nalco
Chemical Co., 2901 Butterfield Rd., Oak
Brook, IL 60521, proposing that
§ 121.1225 Adjuvants for pesticide use di-
lutions (21 CFR 121.1225) be amended
to provide for safe use of a sodium
acrylate and acrylamide copolymer as
a drift control agent to be added by a
grower or applicator to fungicide formu-
lations before applying to growing crops.

The environmental impact analysis re-
port and other relevant material have
been reviewed, and It has been deter--
mined that the proposed use of the ad-
ditive will not, have a significant en-
vironmental impact. Copies of the en-
vironmental Impact analysis report may
be seen in the office of the Assistant
Commissioner for Public Affairs, Rm.
15B-42 or the office of the Hearing Clerk,
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20852, during working hours, Monday
through Friday.

Dated: August 26, 1975.
HOWARD R. ROBERTS,

Acting Director, Bureau of Drugs.
[FR Doc.75-23238 Flied 9-2-75;8:45 am]

[Docket No. 7bF-02071

MONSANTO CO.
Filing of Petition for Food Additive

Pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (see. 409
(b) (5), 72 Stat. 1786 (21 U.S.C. 348(b)
(5))), notice Is given that a petition
(PAP 5B3059) has been filed by Keller
and Heckman, 1150 17th St., NW., Wash-
ington, D.C., on behalf of Monsnto Co.,
proposing that paragraph (b) (3) (xx) of
§ 121.2514 Resinous and polymeric coat-
ings (21 CFR 121.2514) be amended to
provide for safe use of a coplymer of 2-
ethylhexyl acrylate and ethyl acrylato
as a component of resinous and poly-
meric coatings intended to contact food.

The environmental impact analysis re-
port and other relevant material have
been reviewed, and It has been deter-
mined that the proposed use of the addi-
tive will not have a significant environ-
mental impact. Copies of the environ-
mental impact analysis report may be
seen in the office of the Assistant Com-
missioner for Public Affairs, Rm. 15B-
42 or the office of the Hearing Clerk, Food
and Drug Administration, Rm. 4-05, 5600
Fishers Lane, Rockville, MD 20852, dur-
Ing working hours, Monday through Frl-
day.

Dated: August 26, 1975.
HowARD R. ROBERTS,

Acting Director,
Bureau of Foods.

[FR Doc.75-23239 Filed 0-2-75;8:45 am]

Office of Education
TRAINING GRANTS; BUREAU OF

EDUCATION OF THE HANDICAPPED
Priorities and Notice of Closing Date for

Receipt of Applications
Notice is hereby given that pursuant

to the authority contained In sections
631, 632, and 634 of Part D of the Edilca-
tion of the Handicapped Act (20 U.S.C.
1431, 1432, and 1434), the U.S. Commis-
sioner of Education, with the approval of
the Secretary of Health, Education, and
Welfare, has established the final clos-
ing date of October 22, 1975 for receipt
of applications fornew and continuation
training grants under Part D of the Act.
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. Regulations governing grants for
teacher training authorized under Part
D of the Act were published in the FED-
ERAL REGISTER as Part 121f of Title 45
of the Code of Federal Regulations (45
CFR Part 121f) on February 20, 1975 (40
FR 7419-7422). Awards are also subject
to the Office of Education General Pro-
.visions Regulations, 45 CFR Part 100a.

Applications must be received by the
U.S. Office of Education Application
Control Center on or before October 22,
1975.

A. Applications sent by mail. An appli-
cation sent by mail should be addressed
as follows: U.S. Office of Education, Ap-
plication Control Center, 400 Maryland
Avenue, SW., Washington, D.C. 20202,
Attention: 13.451. An -application sent
by mail will be considered to be received
on time by the Application Control Cen-
ter if:

(1) The application was sent by reg-
istered or certified mail not later than
October 17, 1975 as evidenced by the U.S.
Postal Service postmark on the wrapper
or envelope, or on the original receipt
from the U.S. Postal Service; or

(2) The application is received on or
before the closing date by either the De-
partment of Health, Education, and
Welfare, or the U.S. Office of Education
mailrooms in Washington, D.C. (In es-
tablishing the date of receipt, the Com-
missioner will rely on the time date
stamp of such mailroom. or other docu-

-mentary evidence of receipt maintained
by the Department of Health, Education,
and, Welfare, or the U.S. Office of
Education).

B. Hand delivered applications. An ap-
plication to be hand delivered must be
taken to the U.S.Office of Education Ap-
plication Control Center, Room 5673, Re-
gional Office Building Three, 7th and D
Streets, SW., Washington, D.C. Hand de-
livered applicatibns will be accepted
daily between the hours of 8 am, and 4
p.m., Washington, D.C. time, except
Saturdays, Sundays, or Federal holidays.
Applications will not be accepted after
4 piz. on-the closing date.

C. Purpose. In order to ensure an ade-
quate supply of educational personnel
competent to -deal with the special prob-
lems of the handicapped, this program
provides financial assistance through
grants to institutions of higher educa-
tion, State educational agencies, and
other appropriate nonprofit agencies as
defined in Part D of the Education of
the Handicapped Act for the training
of teachers, supervisors, administratrs,
researchers, teacher educators, speech
pathologists, and other special services

. personnel, such as specialists in physical
education and recreation and parapro-
fessionals.

D. Eligible applicants. Elligible appli-
cants under this part of the Act include
institutions of higher education; State.
educational agencies and other nonprofit
agencies.

E. Program priorities. In addition to
the criteria set forth in section 121f.20
(45 CFR 121f.20), several program pri-

oritles will be stressed in the award of
new and continuation grants. Applica-
tions must contain descriptions of per-
sonnel preparation programs relevant to
these priorities, as well as those which
are unique to the State or local geo-
graphical area. The program priorities,
not in rank order, follow with estimated
funds for new and continuation at both
pre-service and in-service levels of train-
ing. Examples are given after the stated
priority.

(1) Early childhood education-$5,-
220,000 estimated. Preparation of per-
sonne to function with preschool handi-
capped children and infants.

(2) Severely handicapped-8,60,000
estimated. Preparation of personnel to
serve the severely and multi-handi-
capped; preparation of personnel to
serve handicapped children where large
needs still exist, e.g., seriously emotion-
ally disturbed and autistic; programs
which prepare personnel for national
and regional needs, e.g., low Incidence
areas such as the visually handicapped
and deaf. -

(3) Paraprofessonal-$-1,170000 esti-
mated. Preparation of personnel who will
assist in the classroom in the education
of handicapped children.

(4) Physical Education-$895,000 esti-
mated. Preparation of personnel who will
provide physical education for handi-
capped children.

(5) Reereation-$800,000 estimated.
Preparation of personnel who will pro-
vide therapeutic recreation service for
handicapped children.

(6) Interdisciplinary--$580000 esti-
mated. Preparation on an Interdiscipli-
nary basis of personnel who will work
with handicapped children.

(7) General Special Educatlon-$10,-
785,000 estimated. Preparation of per-
sonnel who will provide educational
services to handicapped children.

(8) Vocational/career education-$,-
310,000 estimated. Programs which stress
the preparation of personnel to function
in career or vocational education pro-
grams for the handicapped.

(9) Regular Education-$6,550,000 es-
timated. Programs which train at a pre-
service and/or in-service level regular
education teachers as well as physical
education and recreation specialists,
with supportive services from special ed-
ucators to work with children who dis-
play variations in learning or behavioral
styles.

(10) Developmental Assistance--$400,-
000 estimated. Programs which provide
post-doctoral training in the education
of the handicapped.

(11) Model Implementation (Special
Project)-$3,350,000 estimated. Pro-
grams which develop new models of in-
struction or train personnel for a new
type of role.

F. Program information and forms. In-
formation and application forms may
be obtained from the Division of Per-
sonnel Preparation, Bureau of Education
for the Handicapped, U.S. Office of Edu-
cation, Washington, D.C. 20202.

G. The priorities relating to amounts
of money and major funding categories
listed in paragraph E were established
in the budget and n testimony before the
Congress. Since they would be not sub-
Ject to change as a result of public com-
ment, the Commissioner of Education
has determined that proposed rulemak-
ing procedures are unnecessary and
should be waived under 5 U.S.C. 553(b).

Effective date. Pursuant to section 431
(d) of the General Education Provisions
Act, as amended (20 U.S.C. 1232(d)),
the priorities set forth in this notice
have been transmitted to the Congress
concurrently with the publication of this
document in the F=DsAL RorsTER. That
section provides that matters subject
thereto shall become effective bn- the
forty-filth day following the date of
such transmission, subject to the provi-
sions therein concerning Congressional
action and adjournment.
(20 U.S.C. 1431, 1432.1434)
(Catalog of Federal Domestic Assistance
Number 13.451 - Handicapped - Teacher
Training)

Dated: July 29. 1975.
T. M BELL,

U.S. Commissioner of Education.
Approved: August 27, 1975.

DAVD MATHEWS,
Secretary of Health, Educatio

antd Welfare.
IPR Doc.75-23292 Filed 9-2-'75;8:45 am]

Office of the Secretary
[Contract No. HEW-00-76-0029]

ANALYSIS OF INCENTIVE REIMBURSE-
MENT SYSTEM FOR HEALTH CARE!
LONG TERM CARE SERVICES PROVIDED
TO THE ELDERLY AND LONG-TERM DIS.
ABLED

ContractAward
Pursuant to Section 606 of the Com-

munity Services Act of 1974, (Pub. L
93-644) 42 U.S.C. 2946, this agency an-
nounces the award of Contract No. HEW-
100-76-0029 to Applied Management Sci-
ences, 962 Wayne Avenue, Suite 701, Sil-
ver Spring. Maryland 20910 for a re-
search project entitled, "Analysis -of
Incentive Reimbursement System for
Health Care/Long Term Care Services
Provided to the Elderly and Long-Term
Disabled." The purpose of this project is
to evaluate the assets and liabilities of
an incentive reimbursement system de-
veloped under Contract No. HEW-OS-
74-176 for financing health and other
long-term care services provided to the
elderly and long-term disabled. The esti-
mated cost of this contract is $89,846 and
the Intended completion date is July 31,
1976.

Dated: August 28,1975.

WumLm A. Moam ,
Assit ant Secretary for
Planning and Evaluation.

Ii Doc.75-23288 Filed 9-2-75;8:45 am].
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OFFICE OF THE REGIONAL DIRECTOR, b. For HEW programs managed by the
REGION VI Regional Office, identifies information

Statement of Organization, Functions, and needs for Regional decision-making and
Delegations of Authority, prepares a Regional Office plan for de-

veloping, implementing and utilizing
Part 1 of the Statement of Organiza- evaluation results;

tion, Functions, and Delegations of Au- c. Identifies programs directly oper-
thority of the Department of Health, Ed- ated by the Regional Director informa-
ucation, and Welfare. Office of the Secre- tion needed to describe programs prog-

tary (40 FR 4665-70 1/31/75) is amended Tess and then develops instrument and
to add under Section 1E86.20 Functions, techniques for measuring progress in
the functions of the Office of the Assist- reaching program goals; and
ant Regional Director for Program Ce- -d Ensures for all DHEW programs dis-
ordination and the Office of the Assistant semination of evaluation results within
Regional Director for Intergovernmental the Region.
Operations. The amended statement 7. Designs and implements methods
reads as follows: • for improving evaluation and monitoring

H. Assistant Regional Director for. capabilities of Regional Agencies.
Program Coordination. 8. Develops and monitors implementa-

1. Serves as principal advisor to the tion of a Regional capacity-building
Regional Director and supervises a staff plan. Coordinates plan with ARD/IGO
unit to ensure the coordination of HEW and Regional Agencies. Identifies and as-
programs.-Serves as principal advisor to sesses the constraints which impede cur-
the Regional Director in identifying and rent and/or potential participants from
directing activities to meet the needs and paring effective program designs. De-
requirements for the planning and eval- velops strategies for eliminating con-
uation of HEW and related Federal, straints and improving capacities. Plans
State, local and private human resources for and monitors the provisions of tech-
programs within the Region. nical or financial assistance to general

2. Develops cooperative relationships purpose governments in the development
among the principal HEW Regional com- of integrated serri~ce and management
ponents in order to promote the coordi- systems.
nation of resources to accomplish re- . 9. Establishes in coordination with the
gional program priorities. 'Assistant Regional Director, Adminis-

3. Is responsible for resolving cross- tration and Management, and ARD/
programmatic issues and stimulating in- IGO, procedural and substantive cri-
teraction among and across categorical teria for the management review of those
program lines In order to improve the grants and contracts covered by the
effectiveness and efficiency of human re- RDRS system, all developmental assist-
source activities; plans and carries out ance programs, and all programs serving
studies of regional program operations cross-agency target groups. Reviews
for the purpose of advising the Regional grants and contracts proposals for gen-
Director and other regional officials of eral adherence to program goals and
ways to encourage the meshing-of Fed- management soundness and exercises
eral, State and local resources. Identifies Regional sign-off authority as appropri-
needs, opportunities, and mechanisms for ate.
interagency coordination, planning and 10. Participates in interagency or in-
evaluation activities, In order to better terdepartmental studie6 with responsi-
accomplish Regional Office goals and bilityforfact-finding, analysis, and mak-
objectives. ing recommendations to top level policy

4. Establishes and maintains an issues making officials about National program
identification and resolution process, in planning.
coordination with other Regional staff, 11. Provides leadership and expertise
and with this process: in the design,- establishment. mainte-

a. Coordinates identification and nahnce, and effective use of management
analysis of HEW-related issues needing information and the systems related
clarification and facilitates resolution of thereto.
such Issues; and 12. Organizes, directs and coordinates

b. Identifies on a geographic basis regional activities related to the Opera-
needs and problems in the Region with a tional Planning System. In this regard
special emphasis on target and special establishes- and maintains a regional
concern groups. planning -process designed to achieve

5. Establishes with the Assistant Re- mission-related objectives within the
gional Director of Intergovernmental framework of Departmental goals and
Operations (ARD/IGO) an intergovern- regional priorities. Through this proc-
mental review and comment process in ess: -

order to: a. Identifies and analyzes regional
a. Disseminate proposed National poll- needs, incorporating these into Regional

cdes, legislation, and regulations within Issue papers which are statements of
the Region; regional planning priorities and/or re-

b. Analyze. these proposals for Re- gional recommendations for headquar-
gional implications, especially in light terspollci mm
of Regional observation of needs. b. Establishes regional objectives and

6., Establishes and maintains an evalu- plans which address Identified needs.
ation planning and management process c. Participates in HEW Master Plan-
which:

a. Provides an Interface with central ning Calendar activities, the forward
office evaluation planning process; " planning process and development of

preliminary program budgets in conJunc-
tion with Regional agencies.

I. Assistant Regional Director 'for In-
tergovernmental Operations. 1. Serves
as a principal advisor to the Regional
Director and supervises a staff unit
charged with the accomplishment of the
Department's Intergovernmental coordi-
nation and management assistance mis-
sion in the Region.

2. Serves as the Reglon61 Director's
representative in establishing and main-
taining systematic contacts with the of-
fices of Governors, State Legislators, Con-
gressmen, county executives and Mayors.
Recommends methods for achieving
goals and objectives, exercising priori-
ties and implementing policies pertain-
ing to State and local general purpose
governments.

3. Establishes and maintains a proc-
ess for the identification of intergovern-
mental issues; refers these issues to the
Regional Director, the Assistant Re-
gional Director for Program Coordina-
tion (ARD/PC), and/or the Regional
Agency Heads (as appropriate) for
proper resolution; and coordinates the
dissemination of information on DHEW
policies, legislation and budget to State
and local general purpose governments
and representatives of public interest
groups.

4. In. cooperation with the ARD/PC
and/or Regional Agency Heads, coordi-
nates and monitors procedures for se-
curing timely State and local general
purpose government review and com-
ment upon appropriate DHEW policies,
legislation and regulations: leeps the
Regional Director informed about cur-
rent developments concerning signifl-
cant new human resource legislation and
policies at the State and local levels.

5. Identifies and brings to the atten-
tion o the ARD/PC issues and problems
which may be amendable to DHEW
evaluation; facilitates in coordination
with the ARD/PC the dissemination of
significant evaluation findings to State
and local governments.

6. Ensures that the Regional Offle
role in Implementation of departmental
policies through such systems as the Op-
erational Planning System (OPS) Is
fully understood by State and local gen-
eral purpose governments. In coopera-
tion with the ARD/PC and/or Regional
Agency Heads develops a process for dis-
seminating information on operational
objectives to State and local govern-
ments and special concern groups. Serves
as a focal point for the exchange of In-
formation with other Federal depart-
ments when interagency efforts are re-
quired to Implement policies and
legislation.

7. Coordinates the planning and de-
livery of management assistance to State
and local general purpose governments
in the accomplishment of common pro-
gram objectives.

8. In coordination with the AnD/PC
Regional Agencies, implements an Inter-
governmental Capacity Building Pro-
gram, including methods for eliminating
constraints which impede current and/or
potential participants from developing
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effective delivery systems; provides man-
agement assistance to general purpose
governments in the development of In-
tegrated planning, services and manage-
ment systems.

9. Participates on interagency and in-
tradepartmental committees concerned
with fact-finding, analysis and making
recommendations to olicy level officials
concerning intergovernmental issues.

10. Provides leadership for cafrying
out the Regional Office manpower co-
ordination role under the Comprehensive
Employment and Training Act (CETA).
Assures that the regional work plan is im-
plemented properly through the Region-
al Manpower Coordinator and the Man-
power Working Group. Identifies inter-
relationships between manpower coordi-
nation activities and other Departmental
initiatives including capacity building,
services integration, and the proposed
Allied Services Act.

11. Ensures regional office compliance
with the National Environmental Policy
Act, National Historic Preservation Act,
National Archeological Preservation Act,
related laws, executive orders, regula-
-tions and guidelines. Recommends re-
gional office policy and develops proce-
dures to ensure a coordinated and inter-
disciplinary approach to, assist programs
in the conduct of environmental analysis
and preparation of documents for ac-
tivities subject to the above-mentioned
requirements in accordance with Depart-
mental procedures. Identifies and- advises
the Regional Director as to a recom-
mended course of action with respect to
emerging environmental issues of con-
cern to the Department and coordinates
environmental reviews by regional pro-
gram staff in response to other Federal
agency requests for input. Apprises gen-
eral purpose government, Federal Re-
gional Councils, clearinghouses and other
concerned organizations with respect to
HEW NEPA requirements and proposed
actions impacting on the community.
Serves as the principal regional contact
point -with the Department's Chief En-
vironmental Officer and notifies him of
key issues and emerging problems on
which the Secretary 'should be advised.
Participates in and coordinates regional
input to environmentally related inter-
agency studies and task forces. -

12. Establishes and maintains proce-
dures for compliance with the Intergov-
ernmental Cooperation Act (ICA), in-
eluding the processing of waivers to the
single state agency requirement; .secur-
ing review and comment on proposed
DHEW assisted projects and State plans
through Clearinghouses established in
,accordance with OMB Circular A-95;
and providing timely budgetary and fis-
cal information to State and local offi-
cials in accordance with Treasury Cir-
cular 1082.

13. In coordination with the ARD for
Yinancial Management and Regional

'Agency Heads processes multi-program
requests for federal assistance under the
Joint Funding and Simplification Act
(JFSA); provides training to Regional
Office personnel; and establishes proce-

dures for coordination of requirements
with NEPA, ICA and related statutes.

14. Ensures that consumer protection
agencies at the State and local level as
well as lower income consumers served
by the Department are provided with
timely information relating to DHEW
policies, programs and procedures.

15. In cooperation with the Regional
Engineer and Regional Agency Heads es-
tablishes and monitors procedures for
the conservation of energy among State
and local governments receiving DREW
financial assistance.

Dated: August 25, 1975.

Jomiu O"znA,
Assistant Secretary for

Administration and Management.
[FR Doc.75-23200 Filed 9-0-75;8:45 am]

SECRETARY'S ADVISORY COMMITTEE ON
POPULATION AFFAIRS

Meeting

The Advisory Committee on Popula-
tion Affairs, established to advise the
Secretary regarding all significant as-
pects of family planning and population
research activities coming under the
purylew of the Department of Health,
Education, and Welfare Is scheduled to
hold a meeting on October 23. 1975. The
meeting will be held In Room 5169 of
the Department's North Building located
at 330 Independence Ave., SW.. Wash-
ington, D.C. The meeting is scheduled
to convene at 9:30 a.m. and adjourn !t
5 pa.

The Committee will discuss the sterili-
zation of individuals in federally subsi-
dized programs and family planning
legislation. The meeting is open for pub-
lic observation.

Dated: August 18, 1975.
Louis M. H EL =L,.

Chairman and Executive Secretary.
[FR Doc.75-23289 Filed 9-2-75;8:45 amI

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT
Office of Interstate Land Sales

Registration
[Docket No. N-75-420)

BONANZA RANCHOS SUBDIVISION
Hearing

In the matter of Bonanza Ranchos
Subdivision. OILSR No. 0-2544-09-762,
Docket No. 75-29-IS, pursuant to 15
U.S.C. 1706(d) and 24 CFR 1720.160(d).

Notice Is hereby given that: 1. Bonan-
za Ranch Estates. Inc., Eduardo C.
Cadea, Comptroller, Its officers and
agents, hereinafter referred to as mRe-
spondent," being subject to the provi-
sions of the Interstate Land Sales Full
Disclosure Act (Pub. Law 90-448) (15
U.S.C. 1701 et seq.), received a Notice of
Proceedings and Opportunity for Hear-
ing issued June 26, 1975, which was sent
to the developer pursuant to 15 U.S.C.
1706(d), 24 CFR 1710.45(b)(1) and
1720.125 Informing the developer of In-

formation obtained by the Office of In-
terstate Land Sales Registration alleging
that the Statement of Record and Prop-
erty Report for Bonanza Ranchos Sub-
division, located n Dade County, Flor-
Ida, contain untrue statements of mate-
ral fact or omit to state material facts
required to be stated therein or necessary
to make the statements therein not
misleading.

2. The Respondent filed an Answer re-
ceved August 5. 1975, In response to the
Notice of Proceedings and Opportunity
for Hearing.

3. In said Answer the Respondent re-
quested a hearing on the allegations con-
tained in the Notice of Proceedings and
Opportunity for Hearing.

4. Therefore, pursuant to the vrovislons
of 15 U.S.C. 1706(d) nd 24 CER 1720-
10(d), t Is hereby ordered that a public
hearing for the purpose of tnking evi-
dence on the questions set forth in the
Notice of Proceedings and Opportunity
for Hearing will be held before Judge
James W. Mast, in Room 7146, Depart-
meat of HOD, 451 7th Street, SW.,
Washington, D.C., on September 19, 1975,
at 10:00 am.

The following time and procedure Is
applicable to such hearing: All affidavits
and a list of all witnesses are requested

.to be filed with the Hearing Clerk, HUD
Building, Room 10150, Washington. D.C.,
20410 on or before September 5, 1975.

6. The Respondent Is hereby notified
that failure to appear at the above sched-
uled hearing shall be deemed a default
and the proceedings shall be determined
against Respondent, the allegations of
which shall be deemed to be true, and an
ORDER Suspendling the Statement of
Record, herein Identified, shall be issued
pursuant to 24 CFR 171O.45 (b) (1).

This Notice shall be served upon the
Respondent forthwith pursuant to 24
CFR 1720.440.

By the Secretary.
Dated: August 26, 1975.

JAMME W. MAST,
Administrative Law Judge.

[R Doc.75-23255 led 9-2-75;8:45 am]

DEPARTMENT OF
TRANSPORTATION

National Highway Traffic Safety
Administration

[Do*cet No. 75-18; Notice 21

HIGHWAY SAFETY ACT SANCTIONS
REVIEW BOARD; UTAH HEARING

Appointmqnt of :2oard Members
On July 28, 1975, the Federal Highway

Administrator and the National High-
way Traffic Safety Administrator acting
Jointly issued a notice (40 FR 32154, July
31, 1975) Initiating proceedings to deter-
mine whether to invoke the sanctions
specified In 23 U.S.C. § 402 against the
State of Utah. The basis for the initia-
tion of the proceedings was Utah's faiI-
ure to enact a helmet use law for motor-
cycle drivers and passengers. The notice
also announced that the sanctions hear-
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Ing would be held at the Department of
Transportation Headquarters Building,
Room 2230, 400 Seventh Street, S.W.,
Washington, D.C. 20590 at 10:00 a.m. on
September 4, 1975.

Accordingly, pursuant to § 1206.7 of
Title 23, Code of Federal Regulations, a
review board of three officials of the De-
partment of Transportation has been
appointed to conduct the hearing in ac-
cordance with the rules of procedure set
forth in Part 1206 of Title 23, Code of
Federal Regulations, for the purpose of
receiving evidence -and views from the
State of Utah andinterested persons con-
cerning the proposal to invoke sanctions.
The membership of the board is as fol-
lows:

Office of the Secretary Member and
Presiding Officer: Herbert H. Kaiser, Jr.,
Deputy Assistant Secretary for Environ-
ment, Safety, and Consumer Affairs.

Federal Highway Administration Mem-
ber: William G. Emrich, Director, Office
of Environment and- Design, Region V,
Homewood, Illinois.

National Highway Traffic Safety Ad-
ministration Member: Frank Ephraim,
Director of the Office of Program Evalu-
ation.

Issued on August 28, 1975.
HERBERT H. KAISER, Jr.,

Presiding O1ffcer,
Sanctions Hearing Board.

[Fn Doc.75-23362 Filed 8-29-75;11:42 am]

CIVIL AERONAUTICS BOARD
AIRLINE OPERATIONAL CONTROL

SOCIETY
Meeting

Notice is hereby given that a presen-
tation will be made by the Airline Opera-
tional Control Society on October 2,
1975, at 10 a.m. (local time), in Room
1027, Universal Building, 1825 Connecti-
cut Avenue, NW., Washington, D.C., en-
titled, "The Aircraft Dispatcher."

Dated at Washington, D.C., August 27,
1975.

[SEAL] EDWIN Z. HOLLAND,
Secretary.

[FR Doc.75-23285 Filed 9-2-75,8:45 am]

[Order 75-8-139; Docket 27052]
HUGHES AIRWEST CORP.

Order To Show Cause
Adopted by the Civil Aeronautics

Board at its office in Washington, D.C.
on the 28th day of August, 1975.

Application of Hughes Airwest Corp.
for admendment of certification for
route 76 (Modification of Los Angeles-
San Francisco Long-Haul Restriction).

- On September 27, 1974, Hughes Air-
west petitioned the Board to issue an
order directing interested persons to
show cause why the Board should not
approve its concurrently filed applica-
tion to modify subparagraph (I) of the
Piroviso of condition (4) of Airwest's cer-
tificate for route 76. The modification
18884.

would relax the current requirement
that San Francisco-Los Angeles nonstop
flights using the Los Angeles Interna-
tional Airport serve Eureka-Arcata or a
point north thereof Under Airwest's
proposed modification, such San Fran-
cisco-Los Angeles nonstop flights would
be restricted only by a requirement that
they also serve Chico, California or a
point north thereof or serve a point
sofith of Los Angeles, other than Santa
Ana-Laguna Beach, Indio-Palm Springs
or San Diego, California.

In support of its petition, Airwest al-
leges that the present restriction is un-
necessary and wastes fuel and other re-
sources and that it causes inconvenience
to the traveling public by reducing Air-
west's operational flexibility? Airwest
also alleges that the relaxation of re-
strictions which-it proposes would not
adversely affect any other carrier. Air-
west sets these allegations against the
background of our policy of realigning
local service carrier routes to provide
opportunities for maximum scheduling
flexibility and equipment utilization and
concludes that an expeditious acceptance
of its proposed certificate amendment
by show cause procedures is appropriate.. Answers in opposition to Airwest's pe-
tition were filed by Western Air Lines-and
United Air Lines. Both Western and
United allege that approval of Airwest's
proposed certificate amendment would
result in increased Airwest frequencies-
and diversion from other carriers-in the
San Francisco-Los Angeles market.
United emphasizes as well the negative.
impact of the proposed amendment on
service to the Pacific Northwest. West-
ern alleges that the real purpose of Air-
west's petition is to strengthen its Los
Angeles/San Francisco-Mexico market
position, and that it would be contrary
to "Ashbacker Radio Corp. v. F.C.C.,"
326 U.S. 327 (1945), to grant. the petition
in the face of Western's own pending
application (now in Docket 25776) to

7-Subparagraph (i) of existing condition
(4) of Hughes Airwest's current certificate
reads:

"Provlded: That the holder may schedule
nonstop service (I) between San Francisco
and Los Angeles-Ontario, Calif. (when served
through the Los Angeles International Air-
port), on flights which also serve Eureka-
Arcata, Calif., or a point north thereof: Pro-
vided, further: That if said flights serve
Eugene or Medford, Oreg., they shall also
serve Portland or a point north thereof.'

2Hughes AirweSt requests that subpara-
graph (1) be modified to read as follows(modifications nnderscoredfl

serve these same Mexican markets.
United and Western conclude that, given
the 'substantial issues of law and fact
which their objections raise, Airwest's
application ought not be handled by show
cause procedures. Airwest filed a reply
to the answers of Western and United.'

Upon consideration of the pleadings
and of all the relevant facts, we have
decided to Issue an order to show cause
proposing to amend Airwest's certificate
as requested. We tentatively find and
conclude that the public convenience and
necessity require the amendment of Air-
west's certificate for route 76 so as to
modify subparagraph (1) of condition (4)
in the manner set out above.
. In support of our findings, we tenta-
tively find and conclude that the restric-
tion in question unnecessirly restricts
Airwest's operating flexibility and wastes
fuel. Its modification is consistent with
the Board's often reiterated general pol-
icy of eliminating or modifying such
certificate restrictions, the retention of
which have been placed in issue, absent
an affirmative showing that their con-
tinuance is required- See, e.g., Order 75-
7-15, July 2, 1975; Order 74-7-63, July
16, 1974; Order 69-6-87, June 17, 1969.
Neither Western nor United has come
forward with such a sufficient affirmativo
showing in their answers to Airwest's po-
tition.

Snecifically, in regard to the general
contentions of possible diversion made by
the objecting carriers, it appears doubt-
ful that Airwest, a minor participant in
the heavily served Los Angeles-San -an-
cisco market, would divert a significant
amount of traffic from either United or
Western due to a restriction modification
which will not change Airwest's inability
to operate turn-around service between
the cities in question." However, Airwest
has not provided the Board with any
indication of what service changes, if
any, it proposes to make in the event
that Its requested amendment Is granted,
and we thus lack necessary information
upon which to make conclusive findings
on the question of diversion. Therefore,
we will direct Airwest to provide such
information within fourteen days of the
date of adoption of this order.

Interested persons will be given
twenty-one (21) days following the fl-
ing of Airwest of the proposed service
schedules, as detailed in ordering para-
graph 1 below, to show cause why the
tentative findings and conclusions set
forth herein should not be made final 8

Accordingly, it is ordered, That:
* "Between San Francisco and Los Angeles-
Ontario, Calif. (when -served through the 'Airwest accompanies that reply with a
Los Angeles International Airport), (1) on motion to file an upauthorized pleading,
flights which also serve Chico, Calif., or a which motion will be granted.
point north thereof: Provided, further: That tWestern's contention that a grant of the
if said flights serve Eugene or Medford, Oreg., modifications requested by Airwest would
they shall also serve Portland or a point violate Western's Ashbacker rights In regard
north thereof, or (2) on flights which also to Its application for now U.S.-Mexico rights
serve a point south of Los Angeles other than is without merit. Western has totally failed
Santa Ana-Laguna ' Beach, Indio-Palm to demonstrate that element which Is at tho
Springs or San Diego, Calif." heart of Ashbacker: the preclusion as a legal

sAirwest contends that the economic sig- or economic matter of its application for
nificance of the restriction has never been UJ,-Mexico authority.
adjudicated since it was accepted as a pre- G We specifically invite comments on the
trial restriction in the Pacific Northwest- question of diversion in light of Alrwest'a
California Service Investigation, Docket , proposed schedules of service,
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1. Within fourteen (14) days from the
date of adoption of this order, Hughes
Airwest is directed to file with the Board
and serve upon all of the _parties listed
in paragraph 6 herein current and pro-
posed schedules in the markets at issue
in Docket 27052 under (a) the assump-
tion that its request for certificate modi-
fication in Docket 27052 is granted and
(b) under the assumption that it is not
granted;

2. All interested persons are directed
to show cause why the Board should not
issue an order making final the tenta-

-tive findings and conclusions stated
herein and amending subparagraph (1)
of condition (4) of the certificate of pub-
lic convenience and necessity of Hughes
Airwest for route 76 as follows:

"Provided:That the holder may sched-
ule nonstop service between Aan Fran-
cisco and Los Angeles-Ontario, Calif.
(when served through the Los Angeles
International Airport), (1) on flights
which also serve Chico, Calif., or a point
north thereof. Provided, further: That
if said flights serve Eugene or Medford.
Oreg., they shall also serve Portland or a
point north thereof, or (2) on flights
which also serve a point south of Los
Angeles other than Santa Ana-Laguna
Beach, Indio-Palm Springs or San Di-
ego, Calif.'-

3. Any interested person having objec-
tion to the issuance of an order making
final any of the proposed findings or con-
clusions set forth herein shall, within
twenty:one (21) days after the filing by
Hughes Airwest of the service schedules
provided for in paragraph (1) above, file
with the Board and serve upon all per-
sons listed in paragraph (6) herein a
statement of objections together with a'
-summary of testimony, statistical data,
and other evidence expected to be relied
upon to support the stated objections;

4. If timely and properly supported ob-
jections are filed, full consideration will
be accorded the matters and issues raised
by the objections before further action
is taken by the Board;

5. In the event no objections are filed,
all further procedural steps will be
deemed to have been waived and the
Board may proceed to enter an ordef in
accordance with the tentative findings
and conclusions set forth herein;
- -6. A copy of this order shall be served
upon United Air Lines, Western Air
Lines, Trans World Airlines, the States
of Oregon, California and Arizona, and
the mayors of Los Angeles, San Fran-
cisco, Chico, Arcata, Eureka, El Centro
and Yuma, Calif., Tucson, Arizona and
Eugene and Medford, Oregon; and

- 7. The motion of Hughes Airwest for
leave to file an unauthorized pleading,
be and it hereby is granted.

This order shall be published in, the
FEDERAL REGISTER.

By the Civil Aeronautics Board.

EsEA ] EDWIN Z. HOLLAND,
Secretary.

[FR Doc.75-23287 Filed 9-2-75;8:45 am]

[Docket 2C0351
LUFTTRANSPORT-U NTERNEHMEN

GMBH & CO. KG. (LTU)

Prehearing Conferenco

Notice is hereby given that a prehear-
Ing conference in this proceeding is as-
signed to -be held on September 24, 1975,
at 10 a.m. (local time) in Room 1031N
Universal North Building, 1875 Connect-
icut Avenue. NW., Washington, D.C.,
before Administrative Law Judge Frank
M. Whiting.-

Dated at Washington, D.C., August 27,
1975.

CsEAL] RonraT L. PA=iu,
Chief Adrlinistratlve Law Judge.

IF:R Doc.75-23280 Piled 9-2-75;8:45 am]

[Docket 270731

TEXAS INTERNATIONAL AIRLINES, INC.
AND BRANIFF AIRWAYS, INC.

Enforcement Proceeding; Hearing

Notice Is hereby given, pursuant to the
provisions of the Federal Avlatidn Act of
1958, as amended, that hearing In the
above-entitled matter is assigned to be
held on October 6, 1975, at 10 am. (local
time) in Room 503. Universal Building,
1825 Connecticut Avenue. N.W.. Wash-
ington, D.C.. before Admlnltrative Law
Judge Dlee C. Blythe.

Dated at Washington, D.C., August 27,
1975.

[sEAL] R03ERT I,. PAsi,
Chief Administrative Law Judge.

[FR Doc.75-23340 Filed 0-2-75-8:45 am]

ENVIRONMENTAL PROTECTION
AGENCY

[FRL 422-2; OPP-33000/3111

RECEIPT OF APPLICATIONS FOR
PESTICIDE REGISTRATION

Data To Be Considered in Support of
Applications

On November 19, 1973, the Environ-
mental 'Protectlon Agency (EPA) pub-
lished in the FEDERAL REGISTER (38 Fn
31862) Its-interim policy with respect to
the administration of Section 3(c) (1)
(D) of the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA), as
amended. This policy provides that EPA
will, upon receipt of every applicatlon for
registration, publish in the FEDERAL.
REIsTERa a notice containing the In-
formation shown below. The labeling fur-
nished by the applicant will be available
for examination at the Environmental
Protection Agency, Room EB-31, East
Tower, 401 AT Street SW., Washington,
D.C. 20460.

On or before November 3, 1975, any
person who (a) is or has been an appli-
cant, (b) believes that data he developed
and submitted to EPA on or after Octo-
ber 21. 1972, is being used to support an
application described in this notice, (c)
desires to assert a claim for compensa-
tion under section 3(c) (1) (D) for such

use of his data, and (d) wishes to pre-
serve his right to have the Administrator
determine the amount of reasonable
compensation to which he Is entitled for
such use of the data, must notify the Ad-
ministrator and the applicant named in
the notice In the FEDALs REGISTRx of his
claim by certified mail. Notification to
the Administratorshould be addressed to
the Information Coordination Section,
Technical Services Division (WH-569),
Office of Pesticide Programs, 401 21
Street SW., .Washington. D.C. 20460.
Every such claimant must include, at a
minimum, the information listed in the
interim policy of November 19,1973.

Applications submitted under 2(a) or
2(b) of the interim policy will be proc-
essed to completion in accordance with
existing procedures. Applications sub--
mitted under 2(c) of the interim policy
cannot be made final until the 60 day
period has expired. If no claims are re-
ceived within the 60 day period, the 2(c)
application will be processed according
to normal procedure. However, if claims
are received within the 60 day period, the
applicants against .whom the claims are
asserted will be advised of the alterna-
tives available under the Act No claims
will be accepted for possible EPA adjudi-
cation which are received after Novem-
ber 3,1975.

Dated: August 25, 1975.
JomT B. RIcH, Jr.

Director,
Registration Division.

Ar-.c&'xoxs RcEvD (OPP-3000/311)

EPA Pile Symbol 241-EUT. American Cy-
anamid Co, Agricultural Div. P0 Box 400,
Princeton HS 08540. PA!'-OPP 3Z TO-
BACCO SUCE CONTROL AGENT. Active
Ingredients: Penoxalin ([IN-(1-ethylpro-
pyl - 3.4 - dimethyl-2-6-dinitrobenzena-
minel) 34.4%; xylene 5.8%. Method of
Support: Application proceeds under 2(b)_
of Interim policy. 1F.25

EPA Pleo Symbol 35934-. Chemply, Inc., P0
Box 18049. Pittsburgh PA 15236. SODIUM

REYPOCHBWR 257t. Active Ingredients:
Sodium hypochlorite 10.5%. Method of
Support: Application proceeds under 2(c)
of Interim policy. PM3 -

EPA Reg. No. 464-402. Dow Chem- Co. PO
Box 1708. Midland ?AI 48M0. DOWPON M
GRASS ILLER. Active Ingredients: So-
dium salt of dalapon 72.5%; magnesium
calt of dalapon 12.0%. Method of Support:
Application proceeds under 2(c) of interim
policy. P2125

EPA Reg. No. 352-354. E. I. du Pont de Ne
mours & Co, Inc., 7058 Dupont Bldg., Wil-
mlngton DE 19898. BENLATE BENOMYI
FUNGICIDE PLUS. Active Ingredlents:
Benomyl [methyl I-(butylcarbamoyl) 2-
benzimidazolecarbamatel 50,. Method of
Support: Application proceeds under 2(b)
of interim policy. Republished: Added
USe3. P2122

EPA neg. No. 352-375. , r. du Pont de Ne-
mours & Co, Inc, Biochemicals Depart-
ment. 7056 Dupont Bldg.. Wilmington DZ
19898. LEXONE MEMIUBUZf- WEED
KILLER. Active Ingredients: 4-amlno--
l.1-dlmethylethyl) - 3-(methylthlo - 1,.-
trlazln-5(4H)-one 50%. Method of Sup-
port: Application prOCeeds under 2(b) of
Interim policy. Republished: Added use.
PM25
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EPA File Symbol 35923-0. Xel-Glo Corp., 64
NE 73rd St., Miami FL 33138. 406 TRI-TIN
ANTI-FOULING PAINT. Active Ingredi-
ents: Bis(trlbutyltin) adipate 21.26%.
Method of Support: Application proceeds
under 2(c) of interim policy. PM24

[FR Doc.75-23072 Filed 9-2-75;8:45 am]

[FRL 424-5; PP5G1627/Tll]

PARAQUAT
Establishment of Temporary Tolerance
Chevron Chenical
Chevron Chemical Co., 940 Hensley St.,

Richmond CA 94804, submitted a pesti-
cide petition <PP 5G1627) to the Environ-
mental Protection Agency (EPA). This
petition requested that a temporary tol-
erance be established for residues of the
desiccant, defoliant, and herbicide para-
quat (1,1'-dimethyl-4,4'-bipyridinium)
derived from application of either the di-
chloride or the bis(methyl sulfate) salt
calculated in both instances as the cation
in or on dry beans at 0.5 part per million.

This temporary tolerance would per-
mit the marketing of the above commod-
ities treated in accordance with an ex-
perimental use permit which is being Is-
sued concurrently under the Federal In-
secticide, Fungicide, and Rodenticide Act.

The data submitted in the-petition and
other relevant material have been eval-
uated. It has been determined that the
tolerance is adequate to cover residues
resulting from the proposed experimental
use and that such tolerance will protect
the public health. Therefore, the tem-
porary tolerance is established as re-
quested for the pesticide for-distribution
under the Chevron Chemical Co. name
with the following provisions:

1. The total amount of the active in-
gredient to be used must not exceed the
quantity authorized by the experiniental
use permit.

2. Chevron Chemical Co. must imme-
diately notify the EPA of any findings
from the experimental use that have a
bearing on safety. The company must
also keep records of product, distribu-
tion, and performance and on requiest
make the records available to any au-
thorized officer or employee of the EPA
or the Food and Drug Administration. "

This temporary tolerance expires on
August 28, 1976. Residues remaining in
or on dry beans after expiration of this
tolerance will not be considered- action-
able if the pesticide is legally applied
during the term and in accordance with
provisions of the experimental use per-
mit/temporary tolerance. This temporary
tolerance may be revoked if the experi-
mental use permit is revoked or if any
scientific data or experience with this
pesticide indicate such revocation is nec-
essary to protect the public health.
Section 408(j) of the Federal Food, Drug, and
Cosmetic Act [21 U.S.C. 346a(J) ].

Dated: August 28, 1975.
- EDwIN L. JOHNsoN,.

Deputy Assistant Administrator
for Pesticide Programs.

[FR Doc.75-23347, Filed 9-2-75; 8:45 am]

[FRL 421-8]
EFFLUENT STANDARDS AND WATER

QUALITY INFORMATION ADVISORY
COMMITTEE

Meeting
The Effluent Standards and Water

Quality Information Advisory Commit-
opment of information bases to establish
feasible technical and economic appli-
cations of Best Available Technology
(BAT) under P.L. 92-500 for U.S. In-
dustry.

As a result of previously conducted
public planning meetings, two Industry
areas were selected for initial industry/
ES&WQIAC task force development. The
industry areas are (1) Organics, Plastics
and Synthetics and, (2) Paperboard from
wastepaper.

A series of monthly workshops/meet-
ings have been planned on these industry
areas corresponding to the milestones
established for the task forces: Comple-
tion of Data Collection; Completion of
Analysis; Completion of Draft Report;
and, Final, Action on Best Available
Technology (BAT) Report.

The third workshop/meeting will be
onducasd at Washington, D.C. on Sept.

25 and 26, 1975. The workshop/meeting
will begin at 9:00 AM, Thursday, Sept.
25, Room 821; Crystal Mall, Bldg. #2,

_1921 Jefferson Davis Highway, Arling-
ton, Virginia.

Thursday, Sept. 25 will be devoted to
a review of and disposition of reports on
three additional study efforts of ES&
WQIAC. The agenda for Thursday in-
cludes a review and action on disposi-
tion of reports on (1) Development of
a Report on the Status and Use of the
Matrix Method (2) Analysis of Litlga-,
tion on Implementation of P.L. 92-500
and. (3) Analysis of Toxic Substances
Legislation.
I Th6 workshop/meeting on Friday,
Sept. 26 will begin at 9:00 AM in Room
1112 (Conference Room). The agenda
includes: Review of Draft BAT Reports
on Organics, Synthetics, Plastics and
Paperboard from Waste Paper; Consen-
sus on Revisions to Reports; Develop-
ment of a Detailed Plan for Completion
of Final Reports; and New Business.

The meeting will be open to the public
and under the overall direction of the
Committee Chairman. Since space is
limited, call or write to Dr. Martha Sag-
er, Chairman, or Mr. Martin Brossman,
Executive fDirector, ES&WQIAC, EPA,
Crystal Mall, Bldg. #2, Washington,
D.C. 20460 Tel: A.C. 703 557-7390.

MARTHA SAGER,
Chairman, ES&WQIAC.

[FR Doc.75-23354 F le 9-2-75;8:45 am]

[FRL 424-8; OPP-50025]
THOMPSON-HAYWARD CHEMICAL- CO.

Issuance of Experimental Use Permit
Pursuant to section 5 of the Federal

Insecticide, Fungicide, and Rodenticide
Act (FIFRA), as'amended (86 Sta. 973;
7 U.S.C. 136) "ain exiperimentil use per-
mit has been Issued to Thompson-Hay-

-ward Chemical Company, Kansas City,
Kansas 66110. Such permit Is hI accord-
ance with, and subject to, the provisions
of 40 CFR Part 172; Part 172 was pub-
lished in the FEDERAL REGISTER on April
30, 1975 (40 FR 18780), and defines EPA
procedures with respect to the use of pes-
ticides for experimental purposes,

This experimental ise permit (No. 148-
EUP-19) allows the use of 580.,75 pounds
of 1-(4-chlorophenyl) - 3-(2,6 - difluoro-
benzyol)-urea on mosquitoes in tempo-
rary flooded areas. A total of 4,645 acres
is involved; the program is authorized
only in the States of California, Colorado,
Delaware, nl-rida, Georgia, Illinois, Min-
nesota, Mississippi, Montana, Nebraska,
New Hampshire New York, Ohio, Oregon,
Texas, Utah, Washington, and Wyoming.
The experiment!'l use permit Is effective
from July 31, 1975, to July 31, 1976.

Interested parties wishing to review
the experimental use permit are referred
to Room E-315, Registration Division
(WH-567), Office of Pesticide Programs,
EPA, 401 M St., S.W., Washington, D.C.

-20460. It Is suggested that such Inter-
ested persons call 202/755-4851 before
visiting the EPA Headquarters Office, so
that the appropriate permit may be made
conveniently available for review pur-
poses. These files will be available for in-
spection from 8:30 t&.m. to 4:00 p.m,
Monday through Friday.

Dated August 28, 1975.
EDWixN L. JOIINSOm,

Deputy Assistant Administrator
for Pesticide Programs.

[FR Doc.75-23353 Filed 0-2-758:45 am]

FEDERAL COMMUNICATIONS
COMMISSION
[Report No. 7681

COMMON CARRIER SERVICES
INFORMATION 1

Domestic Public Radio Services
Applications Accepted for FIling'

AUGUsT 25, 1975.
Pursuant to §§ 1.227(b) (3) and 21.30

(b) of the Commission's rules, an appli-
cation, in order to be considered with any
domestic public radio services applica-
tion appearing on the attached list, must
be substantially complete and tendered
for filing by whichever date is earlier:
(a) The close of business one business
day preceding the day on which the
Commission takes action on the previ-
ously filed application; or (b) within 60
days after the date of the public notice
listing the first prior filed application
(with which subsequent applications are

All applications listed in the appendix are
subject to further consideration and review
and may be returned and/or dismissed if not
found to be in accordance with the Commis-
sion's Rules, regulations and Other require-
ments.

2 The above alternative cut-off rules apply
to those applications listed in the appendix
as having been 'accepted In Domestio Publio
Land Mobile Radio, Rural Radio, Ppint-to-
Point Microwavo Radio and Local Television
Transmission Services (Part 21 of the Rules).
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In conflict) as having been accepted for
'filing. An application which is subse-

quently amended by a major change will
be considered to be a newly filed applica-
tion. It is to be noted that the cut-off
dates are set forth in the alternative-
applications will be entitled to considera-
tion with those listed in the appendix if
filed by the end of the 60 day period, only
if the Commission has not acted upon the
application by that time pursuant to the
first alternative earlier date. The mutual
exclusivity rights of a new application
are governed by the earliest action with
respect to any one of the earlier filed
conflicting applications.

The attention of any party in interest
desiring to file pleadings pursuant to sec-
tion 309 of the Communications Act of
1934, as amended, concerning any do-
mestic public radio services application
accepted for filing, is directed to §§ 21.27
of the Commission's rules for provisions
governing the time for filing and other
requirements relating to such pleadings.

FEDERAL COMUNICATIONS
Co- slow,

[SEAL] VINcENT J. MULLINS,
ISecretary.

APPLATIONS ACCEPTED FOu FranIG

DOWESTC PULIC LAN M 0B5U RADO SVICE

20219-CD-P-76, Decatur Telephone Com-
pany, Inc. (New), C.P. for a new 1-way
station to operate on 158.10 lHz to be lo-
cated 1 mile west of Decatur, Mississippi,
4000' W. Hwy. 15, and 800' N. of Conehatta
Rd., Decatur, Mississippi.

20220-CD-P-76, Decatur Telephone Con-
/pany, Inc. (New), C.P. for a new 2-way

station to operate on 157.750 MHz to be
located 1 mile west of Decatur. Mississippi,
400' W. Hwy. 15 and 800' N. of Conehatta
Rd., Decatur, Mississippi.

20221-CD-P-(3)-76, Airsignal International,
Inc. (New), C.P. for a new station to.oper-
ate on 454.075 7H (Base) at Pilot Hill,
Laramie, Wyoming; and 459.175 MLz (Con-
trol) at 3rd and Grandf Avenue, Laramie,
Wyoming; and 454.175 1Hz (Repeater) at
Pilot Hill, Laramie, Wyoming.

20222-CD-P-(2)-76, Alrslgnal International,
Inc. (New), C.P. for a new 1-way station to
operate on 152.24 AMHz (Base) at Pilot Hill,
Laramie, Wyoming: and 459.250 MHz (Con-

" trol) at 3rd and Grand Avenue, Laramie,
Wyoming.

20223-CD-P-76, Airsignal International, Inc.
(New), C.P. for a new 1-way station .to
operate on 152.24 MHz to be located at 1025
E. 15th Street, Cheyenne, Wyoming.

-20224--CD-P-76, Airsignal International, Inc.
(New), C.P. for a new 2-way station to op-
erate on 454.025 MHz to be located at 1025
E. 15th Street. Cheyenne. Wyoming.

20225-CD-P-(4)-76, Airsignal of California,
Inc. (New), C.P. for a new 1-way station to
operate on 152.24 MHz (Base) and 158.70
MHz (Base) at Sulphur Springs Mtn., 1.6

- mile NE. of Vallejo, California, to be de-
scribed as Loc. #1; also at GrIzzley Peak,
Oakland Hills, California, to be described
as Loc. #2.

20226-CD-P-(2)-76, Airsignal of California,
Inc. (New), CP. for a new 1-way station to
operate on 35.22 MHz (Base) at Grizzly
Peak, Oakland Hills, California, to be de-
scritl~ as LOC. #1; also at Sulphur Springs
Mtn., 1.6 mile NE. of Vallejo, California, to
be described asLoc. #2.

20227-CD-P/L-76, iss1 sppI Telephone Cor-
poration (KLB753). C.P. and Licenze to re-
instate facilities operating on 152.60 MH-
(Base) located at Intersection of Hwy. 63
and 594, 5 miles SE. LeakezvIlle, Miss-
sippl.

20228-CD-P-76, Tno Monon Telephone Co.,
Inc. (New), C.P. for a new 1-way stat~on
to operate on 158.10 MEIz to be located at
315 North Market Street, Monono Indiana.

20229-CD-P-76 Mobile Phone of Texas, Inc.
(New), C P. for a new 2-way station to op-
erate on 152.03 TkHz (Baso) to be located
at 1400 17th Street. Snyder, Texas.

20230-CD-P-76, Radio Communications, Inc.
(New), C.P. for a now 1-way station to
operate on 43.22 Mhz (Base) to be located
5.8 miles NW7. of Frederick. Maryland.

20231-CD-P-750 Radio Communications. Inc.
(New), C.P. for a new 2-way station to op-
erate on 152.18 MHiz (Base) to be located
5.8 miles XW. of Frederick, Maryland.

20233-CD-P-760 General Telephone Company
a new 2-way station (with some one-way
of Upstate New York, Inc. (New). C.P. for
a new 2-way station (with come one-
,way operations) to operate on 152.60
(Base) to be Iocated1.5 miles E. of Gloverc-
ville, N.Y., on Blanchard Road, Johnztown,
N.Y.

20234-CD-P-76. Empire Mobllomm Systems,
Inc. (New). C.P. for a new 1-way station
to operate on 152.24 LMz (Bare) to be
located 0.7 mile NW. on Awbrey Butte,
Bend, Oregon.

20235-CD-P-76, Citizens Utilities Company
of Pennsylvania (New), C.P. for a new 2-
way station to operate on 162.54 LIB
(Base) to be located 2000* W. of Rt. 66,
one mile NW. of New Bethlehem, Pennsyl-
vanin

20236-CD-P-76, Airsignal International, Inc..
(KAZ'245), 11P. for now developmental fa-
cilties at existing station to operate on
97.96 MHz to be located at 125 E. 31st
Street, Kansas City. M asourL.

20237-CD-P-(2)-76, Airsgnal Interfiational,
Inc. (EFL895). C.P. for add., facilities to
operate on 2118.8 AI (Control) at new
Location #2: Fruitvie Rd. and Christie
Avenue, Sarasota, Florida; alm for addi.
facilities to operate on 2168.8 kH (Re-
peater) at existing Lo. "1: 4212 30th St.
West, Bradenton. Florida.

20238-CD-P-76, ECO of Virginia, Inc. (EMP
629), C.P.: for additional facilities to oper-
ate on 158.70 Mrz (Base, 1-way) at new
Location #2: 23 Sesame Street, Richmond,
Virginia.

20239-CD-P-(3)-70, Public Service Asso-
ciates, Inc. (KWT894). C.P. for additional
facilities to operate on 454.050. 454.250,
and 454.300 MHz (Base) at existing site
located on Baldy Hill, % mile NW. of Felts
Field, Spokane Municipal Airport, Spokane,
Wash.

20240-CD-P-76,- Mobile Radio Communica-
tiofis, Inc. (ESV904), C.P. for additional
facilities to operate on, 18.70 MH (Base,
l-way) at New Loc. 4-1: NW. Corner of
Old Cemetery on Miller Street Liberty,
MissourL

20241-CD-P-(2)-76, Texoma Mobilfono, Inc.
(ELF523), C.P. to change antenna system
and relocate facilities operating on 152.12
MEz (Base) at antenna site located 1 mile
south of Highway 82, 2 miles east of
Gainesville, Texas; also for additional fa-
clities to operate on 152.03 z (Base)
at same location.

20242-CD-P-(2)-70, Lubbock Radio Paging
Servlce, Inc. (15=970). 0.1'. to change
antenpa system and relocate facillties op-
erating on 454.050 MHz and 454.125 MHz
(Base) located at Metro Tower, Broadway
and Avenue L, Lubbock, Texas.

20243-CD-P-70, Stockton Mobilphone, Inc.
(P=9084). C.P. to change antenna system
and relocate facilities operating on 152.24
1.1Hz (Base, 1-way) at antenna site located
at 5235 East Carpenter Road (approxi-
mately 600 feet N. of Rd.) Stockton, Call-
fornia.

20244-CD-P-76, Denver and Ephrata Tele-
phone and Telegraph Company (KG1782).
C.P. to change antenna system and re-
locate facilitie3 operating on 435 M]z
(Bare, 1-way at antenna site located at
Williamson Park, Laicaster, Pa., described
a3 Loc. #2.

20245-CD-P-76. Texoma Mobllfone, Inc.
(NIB502), C.P. for additional facilities to
operate on 152.09 MHz at existing site
located at Highway 75, 5 miles N. of
Sherman, Texa.

20246-CD-P--76, BusIness Communications,
Inc.. d/b/a New Orleans Mobllfone (KA
4 ).1. for additional facilities to op-
erate on 454.225 MHz (Base) at existing
site located at 700 Poydras Street, New
Orleans, Louisiana.

20247-OD-P-(2)-76, Airaignal International,
Inc. (KIQ511), C.P. for additional facilities
to operate on 2178.4 M1z (Repeater) at
existing Loc. 1: 0.85 mile N. of Venice
Blvd., 1280' E. of Byway Road, Venice,
Florida: also for additional facilities to
operate on 2128.4 MHz (Control) at New
Loc. #2:-Frultville Road and Christie Ave-
nue, Sarasota. Florida.

20248-CD-P-(2)-76, Autofone, Inc. (New),
C.P. for a new 2-way station to operate on
152.00 MHz (Base) at Loc. -I: On Hwy.
58. 0.55 mile N. of Swainsboro. Georgia;
also to operate on 454.150 MIz (Base) at
Loc. #2: On Hwy. 56, 32 miles S. of
Swainsboro, Georgia.

20249-CD-P-76. Omni Communications, Inc.
(KCC786): C.P. to relocate facilities oper-
ating on 152.06 ME~z (Base) at Loc. #2:
Prudential Building. Prudential Center.
Boston, Massachusetts.

20250-03-P-76. The Mountain States Tele-
phone and Telegraph Company (MAP633),
C.P. for additional facilities to operate on
152.72 ?1 located 10 miles W. of Grand
Junction, Colorado; also to-replace trans-
mitter operating on 152.75 M at same'
location.

21251-CD-P-76, Pacliflo Northwest Bell TeL
Co. (K0 0 31). C.?. to change antenna
sysntem and frequency at Loc. #1: 4 miles
E E. of Florence. Oregon, to operate on

152.40 11z (Base).
20252-CD-P/L-76. Southwestern Bell Tel.

Co. (K T566), C.P. and License to change
antenna system operating on 152.57
(Base) located 2.3 miles . of Stratford,
on Okla. St Hwy. 19, North side of road.
Stratford, Oklahoma.

20253-CD-P-76. The Pacific TeL & Tel. Co.
(R1D229), C.'. for additional facilities to
operate on 459.825 M]z (Auxiliary Test) at
3848 7th Avenue, San Diego, California
(Air-Ground).

Correction

21267-CD-P-75. (EEA260), Mobile Radio
Me"age Service, Inc: Correct statement
In Public Notice No. 745 dated March 17.
1975, to show the addition of a standby
transmitting facility. All other partlculars
remain as reported.

RURAL RADIO SZRVICZ

60049-CR-P/L-75. The Mountain States Tel.
& Tel. Co. (New). C.P. and- License for a
new Rural Subscriber-Fixed station to
operate on 157.88 MHz located at Rancho
Moans. 15% miles NW. of Prescott,
Arizona.
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60050-CR-P/L-76, Lafourche Telephone
Company (New), C.P. and License for a
new Rural Subscriber-Fixed station to
operate on 157.80 and 157.92 MHz located 7
miles east of cut off, Lafourche, Louisiana.

60051-CR-P-76, Soutl Central Bell Tel. Co.
(New), C.P. for a new Rural Subscriber-
Fixed station to operate on 157.86 MHz
located approximately 4.2 miles East of
Port Sulphur, Loulsizina.

60052-CR-P/L--76, Center Island Beach Club,
Inc. (WG174), C.P. and License for adi-
tional facilities operating on 157.83, 157.86,
157.89, 157.92, 157.95, 157.98, 158.01, 158.04,
158.07 MBfz located .at 23 Chinook Way,
Center Island, Washington; also to rein-
state existing facilities operating on 157.77
and 157.80 MHz at same location.

POflqT-TO-POnTT IMROWAVE RADIO SERVICE

2779-CF-ML-75, RCA Alaska Communica-
tions, Inc. (WGF62), Bird Creek, Alaska.
Lat. 60*57'52" N. Long' 149°26'119" W. Mod.
of License to change polarity from xrori-
rental to Vertical on frequency 2125A
l\Uiz toward Bird Point, Alaska, on azi-
muth 128°54'.

2378-CF-P-76, All America Cables and Radio,
Inc. (WWZ34), Cerro Marquesa, 1.6 llies
NNW. of Aquas Buenas, Puerto Rico. Lat.
18°16151' N., Long. 66°06'38" - 

W. C•P.. to
change antenna system and add frequqen-
ales 3870.0H MHz toward San Juan, Puerto
Rico, on azimuth 90°28', and 10715.011MHz
toward Cerro Las Pinas, Puerto Rico, on
azimuth 167"00 "

.
379-CF-P-76, Same (WWZ36),'Cerro Las

Pinas, 5.9 Miles SW. of Caguas, Puerto Rico.
Lat. 18°09'16" N., Long. 66*04'51" W. C.P.
to change antenna system and add fre-
quencies 11645.QH MHz toward Cerro Mar-
quesa, Puerto Rico, on azimuth 347o01',
and 11365.OV MEz toward Monte Llano,
Puerto Rico, on itzimuth 296*41'. -

380-CF-P-76, Same (WWZ33), 901 Ponce de
Leon Avenue, San Juan, Puerto Rico. Lat.
18*27'45" N., Long. 6604'52" W. C.P. to
add frequency 3910.01E MHz toward Cerro
larquesa, Puerto Rico, on azimuth 189°28'.

381 F-P-76, Same (WWZ35), Monte Llano,
State Rd. #1, Barrio Monte Llano, PuertoRico. Lat. 18*08'01" N., Long 66°07'53' ' W.
C.P. to change antenna system and add fre-
quency 11035V MHz toward Cerro Las
Pinas, Puerto Rico, on azimuth 66°54'.

398-CF-P-76, New Xork Telephone Company
(New), Fort HUI, 1.1 Miles SSE. of Savan-
nah, New York. Lat. 43*03'10" N., Long.
76*45'11" W. C.P. for a new station on
frequencies 11605H, 11445V M toward
Van Buren, New York. on azlmuth-79°34',
and 1148511, 1132V Mrz toward Auburn,
New York, on azimuth 131°54'.

399-CF-P-76, Same (KEF74); 36 South
Street, Auburn, New York. Lat. 42°55'45'
N., Long. 76°33'57' W. C.P.to change an-
tenna system and location, change fre-
quencies 6135, 6375 MEz toward Van Buren
to 11035H, 10875V M toward a new sta-
tion at Fort Hill, New York, on azimuth
312*01'; replace -transmitters and change
power.

400-CF-P-76, Same (KE275), Van Buren, 2
iles NV. of Warners, New York. Lat. 43'

06'19" N., Long. 76°21'31"' W. C.P. to
change antenna system and frequencies
6055V, 6295V Mtoz oward Syracuse, New
York, to 11035H, 10875V M]z on azimuth
110*02'; change 6015V, 6255V MHz toward
Auburn to 111551r, 10995V Mfz toward a
new station at Fort Hill, New ,York, on
azimuth 259*51'; replace transmitters and
changeapower.

401-CF-P-76, Same (El'n6), 413 East
Payette Street, Syracuse, New York. Lat.
43'02'55' N.,, Long. 76208'51" W. C.P. to
change frequencies 6175, 6416 MEHz to

-11325V, 11485H 1l toward Van Buren,
New York, on azimuth 290*11'; replace
transmitters and change power.

446-CF-P-76, South Central Bell Telephone
Company (KJH23), 521 West Chestnut
Street, Louisville, Kentucky. Lat. 3814'58"
N, Long. 85°45'39'" W. C.P. to change an-
tenna system and add frequencies 3810V,
3890Y. 4050V M]z toward Fisherville, Ken-
tucky, on azimuth 105*33'.

447-CF-P-76, Same (WJM46), 1.0 Mile SE.
of Fisherville, Kentucky. Lat. 38110'46

'
0 N.,

Long. 85*26139" W. C.P. to change antenna
system and add frequencies 3770V, 3850V,
3930V MHz toward Louisville, Kentucky,
on azimuth 285'45', and 3850V, 3930V,
_4090V M toward Mt. Eden, Kentucky, on
azimuth 116°52'. -

448-CF-P-76, Same (WJM47), 0.7 Mile East
of Mt. Eden. Kentucky. Lat. 38°03'25" N.,
Long. 85*08'22" W. C.P. to change antenna
system. and add frequencies 3730V, 3810V,
3890V MHz toward Fisherville, Kentucky,
on azimuth 297°04

"
, 3810V M toward

East Frankfort Kentucky, on azimuth-
60'42', and 3890V MIVz toward Mackville,
Kentucky, on azimuth 169°20'.

449-CF-P-76, Same (XYC48), East Frank-
fort, 0.5 -Mile South of Frankfort, Ken-
tucky. Lat. 38*11'04" -N., Long. 81'51'03"'
W. C.P. to change antenna system and add
frequencies 4170V MHz -toward Mt. Eden,
Kentucky, on azimuth 240"53" and 385011

toward Junction West, Kentucky. on
azimuth 145°02'.

450-CF-P-76, Same (WJM48), 0.7 Mile North
of Idackvllle; Kentucky. Lat. 37-44'48" N.,
Long. 85°03'57" W. C0P. to add frequencies
3930V MHz toward Mt. Eden, Kentucky, on
azimuth 349*23 ", and 3930H 1,1Hz toward
Danville, Kentucky, on azimuth 113°471.

445-CF-P-76, Same (KJK51), 216 South
Fourth Street, Danville, Kentucky. Lat.
37*38'38" N., Long. 84'46'25" W. C.P. to
add frequencies 3890H Mz toward Mack-
yifle, Kentucky, on azimuth 293058', and
3730V MHz toward Richmond, Kentucky
on azimuth 77°31".

456-CF-P-76, Sane (KJD27), 1.8 Miles SW.
of Richmond, Kentucky. Lat. 37°43'28" N.,
Long. 81'18'37" W. C.P. to add frequencies
4170V MHz toward Danville, Kentucky, on
corrected azimuth 257,48 ", and 3770V MHz
toward Winchester, Kentucky, on azimuth

-20*25 , .
457-CF-P-76, Same- (XYS48), 232 West Lex-

ington Avenue, Winchester, Kentucky. Lat.
37°59'35" N., Long. 84-11'02" W. C.P. to
add frequency 4130V MHz toward Rich-
mond, Kentucky, on-azlmuth 200°30'. •

458-CF-P-T6, Puerto Rico Telephone Com-
pany (WW1%76), Power and "A" Streets
Ponce, Puerto Rico. Lat. 18°00'23" N., Long.
66°36'51' W. C.1. to add frequency 6115.7H
M3EHz toward Santa Tabel, Puerto Rico, on
azimuth 100°46'.

459-CF-P-76, Same (AWWY31), Baldorloty
Street, Santa Isabel, Puerto Rico. Lat.
17°58'06" N., Long. 66°24'21' W. C.P. to
add frequency 6367.7H MHz toward Ponce,
Puerto Rico, on 'azimuth 280'50'.

403-CF-P-76, Microwave Communications,
Inc. (WAX64), 875 North Michigan Ave.,
Chicago- (Cook) Illinois. Lat. 41°53'56f' N.,
Long. 87°37'26" W. C.P. to change antenna
system, replace transmitter and to add
6197.2H and 6404.8V towards Downers
Grove, Illinois, on azimuth 245049'.

404-CF-P-76, Same (WAX65), 501 63rd
Street, Downers Grove (Du Page) Illinois.
Lat. 41*46'22" N., Long 87°59'50' W. C.P,
to change antenna system, replace trans-
Mnitter, and to add 59452 and 6063.81r to-
wards Chicago, Illfnois, on azimuth 65*34';
5989.7V and 6108.3V towards Minooka, Il-
liois, on azimuth 215102'. .

405-CF-P-76, Same (WAH66), 1.45 Miles
NNW. of Minooka, (Kendall) Illinois. Lat,
41*28'41" N., Long. 88116'17" W, C., to
replace transmitter and to add 599.H and
6390.0H towards Downers Grove. Illinois,
on azimuth 31°61', 6301.0V and 6330.711 to-
wards Ransom, Illinois, on azimuth 210
15".

400-CF-P-76, Same (WAX67), 1.0 M tes
South of Ransom (LaSallo) Illinois, Lat.
47o07'22 '" N., Long. 88°39'17" W, C.P. to
replace tranmitter and to add 50809,H and
6049.011 towards Minooka, IllinoiS, on zI-
muth 38o69'; 6019.311 and 6137.911 towards
Gridley, Illinois, on azimuth 20535'.

407-CF-P-76, Same (WAX68), 0.7 Mile North
of Gridley (Livingston) Illinois. Lat. 40'
45'52" N., Long. 88*62'49 ' 

W. C.P. to re-
place transmitter, change antenna system,
and to add 6271.4V and 6390.OV towards
Ransom, Illinois, on azimuth 2527;
6256.5V and 63752V towards Blooming-
ton, Illinois, on azimuth 2021081.

408-CF-P-76, Same (WAX69), 0.66 mile. West
of Bloomington (McLean) Illinola, Lat. 400
28'34" IT., Long. 89-02'02" NV. ,C., . 

to
change antenna system, replace transmit-
ter, and to add 6004.6V and 6123.iV to-
wards Gridley, Illiols, on azimuth 2'02';
5974.81r, 6034.2H, and 6093.611 towards
Waynesville, Illinois, on azimuth 192004',

409-CF-P-70, Same (WGIO7), 2.75 Miles SSE,
of Waynesvlle, (DeWitt) Illinois, Lat. 40'
12'00" N., Long. 89*00139" W. 0',P, to re-
place transmitter and to add 0220.911,
62862M, and 6345.5H towards Bloomington,
Illinois, on azimuth 12'01' and 6900.0,
6078.61, and 6137.911 towards Elkhart, Illi-
nois, on azimuth 229*35'.

302-CF-P-76, Southern Bell Telephone &
Telegraph Company (11U54), Chiploy,
Florida. Lat. 30046'47" N., Long. 85*32'38"
W. C.P. to add 4050V Mlz toward Double
Branch Pond (KrU64), Florida.

303-OF-P-76, Southern Bell Telephone &
Telegraph Company (KU64), Double
Branch Pond, Florida. Lat. 30-a4560" N.,
Long. 85'38'41" W. C.P. (a) to change fre-
quency to 3770V MHz toward Chiploy, Flor-
ida, on azimuth 24*22' and (b) to add
3770V M toward Merlal Lake, Florida, on
azimuth 187'36'.

304-CF-P-76, Same (KIV58), Morlal Lake, 0X
Miles NW. of Southport, Florida. Lat. 300
22'42" N., Long. 85'40'34" W. 0.P. to add
3770V MEz toward Panama City (IKIV69),
Florida, on azimuth 176°15'.

308-CF-P-76, Service, Electric Company
(KGI61), Pimple Hill, 8.0 Miles 5E, of
Blakeslee, Pennsylvania. Lat. 41*01'35- N,,
Long. 75030'20" W. C.P. to change from
vertical to horizontal the polarity of
5989.7H MHz', 6049.011 M z, 6108.3H AMIlZ,
and 6167.6H MHz toward Ha4oton, Penn-
sylvania, on azimuth 261°01',

316-CF-P-76, Western Maryland Communi-
cations, Inc. (K=X32), Cacapon Mountain,
2.0 Miles West of Ridge, West Virginia. Lat,
39*27'03" N., Long' 78020'48" W. C.P. to
replace transmitters on frequencies 6034.2lr
MHz, 6152.8H M1Lz, 6280.2H Mh.z, and
6404.8K Mz and to increase power to 2.0
watts on path toward Trons Mmntain
(KGO3O), Maryland, on azimuth 306d49'.

317-CF-1'-76, Same (XG030), Irons Moun-
tain, 3.2 Miles East of Cumberland, Mary-
land. Lat, 39037'35" N., Long, 78-42'33" W,
C.P. (a) to replace transmitters on fre-
quencies 5974.8H MHz, L 9603,511 Mi .,
6197.21 MHz., and 6315.9H l1Iz ind to in-
crease power to 2.0 watts on same fro-
quencies toward respective points of com-
munication at Cumberland and Frostburg,
Maryland, and Keyser, West Virginia: and
(b) to increase power to 2.0 watts on
6256.5H MH toward Keyser, West Virginia.
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372-OF-P-76. Southwest Texas Transmission
Company (E 27). Beeler Farm. 14.0 Miles
North of Fredericksburg. Texas. Lat. 30026'
26" N., Long 98"43'58"" W. C.P. (a) to de-
lete Mason. Texas. as point of communica-
tion; (b) to replace transmitters on fre-
quencles 6055H MHz. 6115H 15Hz. and
6175H MHz on existing paths toward Mar- -
ble Falls and Llano, Texas. on azimuths
71015

, 
and 07*53'. respectively;, and (c)

to add same frequencies toward new point
of communication at Kingsland. Texas, on
azimuth 53-29'.

892-CF-P-76. General Telephone Company of
Ohio (KQ023). 2.39 Miles SSW. of Logan.
Ohio. Lat. 39"30*22"' N.. Long. 82"24'56"
W. C.P. to add 5960.0ff Mz toward Athens,
Ohio, on azimuth 127030'. (Note: Public
Notice not required for second applica-.
tion. File No. 396-CF-P-76.)

416-CF-P-76, Eastern Microwave. Inc. (E:21
21), New York (Gulf and Western Bldg.),
New York. Lat. 4O'46'09" N.. Long. 73"58'
55" W. C-P. to add I0975V MHz toward
West Milford (WQQ53), New Jersey, on azi-
muth 31044'.

417-CF-P-76, Eastern Microwave. Inc.
(WQQ53). West Miford. New Jersey. Lat.
41"02'26" N.. Long. 74123'57" W. C.P. to
add 11305H1 MHz toward Highland Lakes
(YZ74), Now Jersey. on azimuth 328*06'.

404I-CF-P/ML-75. Illinois Bell Telephone
Company (WAN84). Fixed-Developmental.
Temporary fixed locations within State of
'Illinois and Lake and Porter Counties in
State of Indiana: Construction permit/
license (a) to expand area of operation to
foregoing, (b) to correct output power of
existing transmitters to .01 watt* and (c)
to use any FOC Type accepted transmit-
ter(s).

445-CF-P-76, Microban Corporation of Amer-
lea (New), Pittsburgh. Pennsylvania. Lat.
40"26'30" N.. Long. 80*00'02"

" 
W. C.P. for

a new station on 115n5.OV _MH toward
1715 Gmndview Ave..-Plttsburgh, Pennsyl-
vania, on azimuth 268*20".

502-CF-PB-76. Indiana Bell Telephone Com-
pany (KYS50). Fixed Develonmental. Aniy
temporary fixed locations within the ter-
ritory of the grantee. Aunllratlon for Re-
newal of Radio License (195-CF-P-75) for
the period ending Aueust 1. 1980.

410-GF-P-76. Microwave Communications,
Inc. (WAX70). 4.2 Mi1les ESE. of Elkhart,
(Logan) Illinois. Lat. 40*00'25" N. Long.
8924'15" W. C.P. to change antenna sys-
tem, replace transmitter, and fo add
6212.0H. 6330.7H and 6390.OH towards
Waynesville, Illinois. on azimuth 49113;
6271.4H and 6390.0H towards Rochester,
Itlnois. on azimuth 201-02'.

411-O?-P-76. Same (WAXTI). 228 East Aain
Street. Rochester (Sanamon) Illinois. Lat.
39*44153" N., Long. 89,31158" W. C.P. to
replace transmitter and to add 6019.3H and
6049.OV towards Elkhart. Illnois. on azi-
muth 20*52': 6019.3V and 6049.0H towards
Girerd. Illinois, on azimuth 214*28".

412-CF-P-76, Same (WAX721, 0.8 Mile North-
of Girard, {Macouoln) llinois. Lot. 39"
27'49" N., Long. 89"47'04" W. C.P. to re-
place transmitter and to add 6212.0V and
6330.7V toward Rochester. Tj1jno0-, on azi-
muth 34*18': 6271.4V and 6301.OH towards
Brighton, Illinois. on azimuth 20715'.

413-4F-P-75, Same (WAX73), 3.5 Miles East
of Brighton. (Macoupin) Illinois. Lat.
39*02'43" N., Long. 90"03'38"' W. CiP. to
replace transmitter and to add 6019.3V and
6049.0H towards Girard. Illinois. on azi-
muth 27*05: 6019.311 and 6078.6H towards
St. Louis. Missouri, on azimuth 193"551.

414-CF-P-75, Same (WAX74), 720 Olive
Btreet, St. Louis. Missouri. Lat. 38*3742"
N., Long. 9011*32"" W. C.P.- to replace
transmitter. change antenna systems, and
to add 6271.4H and 6330.7H towards
Brighton, Illinois, on azimuth 13*501.

'Corrections
New England Telephone and Telegraph Com-

pany (EZIO1). 35-CF-P-76. Correct: Latl-
tude to read 43031'54" N.. All other par-
ticulars remain as reported In Publl0
Notice No. 763 dated July 2L 197&

LOCAL ELzVISION TRJW'SUlaOf
9702-CT-R-76. Diamond State Telephone,

Company (KB)9816). Within territory of
Grantee: Application for Renewal of Radio
Station License (3003-Cl-ML--74) Mobile
TV-Pickup, for the period August 1. 1975,
to August 1. 1980.

9703-CT-R-76. Bell Telephone Company of
Pennsylvania (EA21Ol). Within territory
of Grantee: Application for Renewal of
Radio Station License (2663-CI-ML-74),
Mobile T-Plckup. for the period August 1,
1975, to August 1, 1980.
[FR Doc.75-23137 Filed D-2-75;8:45 am]

FEDERAL ENERGY
ADMINISTRATION

CONSUMER AFFAIRS/SPECIAL IMPACT
ADVISORY COMMITTEE

Meeting
Pursuant to the provisions of the Fed-

eral Advi~ory Committee Act (Public
Law 92-463, 86 Stat, 770), notice Is
hereby given that the Consumer Affairs/
Special Impact Advisory Committee will
meet Thursday, September 18, 1975, at
9. amL, Room 7132, 12th & Pennsylvania
Avenue, NW., Washington, D.C.

The Committee was established to pro-
vide the Federal Energy Administration
with diversified information possessed by
a wide range of highly qualified indi-
viduals who have' been extensively in-
volved In planning, development, and
implementation of programs to remedy
the problems of the consumer, the poor,
the elderly, and the handicapped persons
in rural and urban America.

Thb agenda for the meeting Is as fol-
lows:

1. Subcommittee Reports on:
a. Utility Issues.
b. Social Relief Programs.
c. Mutual Environmental and Consum-

er Issues.
d. Pricing, Including Natural Gas.
e. Impact of Efiergy Policy on the

cities.
f. Consumer Participation.
2. Old Business.
3. New Business.
Subcommittees may meet informally

In Washington, the preceding evening,
at the discretion of the Subcommittee
chairmen. For further details, contact
Lois Weeks, Advisory Committee Man-
agement Officer at (202) 961-7022.

The meeting is open to the public. The
Chairman of the Committee is em-
powered to conduct the meeting in a
fashion that will, in his Judgment, facili-
tate the orderly conduct of business. Any
member of the public who wishes to file
a written statement with the Committee
will be permitted to do so, either before
or after the meeting. Members of the
public who wish to make oral statements
should inform Lois Weeks, Advisory Com-
mittee Management Officer at (202) 961-
7022, at last 5 days before the meeting
and reasonable provision will be made
for their appearance on the agenda.

Further Information concerning this
meeting may be obtained from the Ad-
visory Committee Management Office.

Minutes of the meeting will be made
available for public inspection at theFed-
oral Energy Administration, Washing-
ton, D.C.

Issued at Washington, D.C. on. Au-
gust 28, 1975.

Davim G. WnLsoN,
Acting General Counsel.

[PR Doc.75-23272 Filed 8-28-752:10 pml

FEDERAL MARITIME COMMISSION
FARRELL LINES INC. ET AL.

Agreement Filed
Notice is hereby given that the fol-

lowing agreement has been filed with the
Commission for approval pursuant to
section 15 of the Shipping Act, 1916, as
amended (39 Stat. 733, 75 Stat. 763, 46
U.SC. 814).

Interested parties may inspect and ob-
tain a copy of the agreement at the
Washington office of the Federal Mari.
time Commission, 1100 L Street, NW.,
Room 10126; or may Inspect the agree-
ment at the Field Offices located at New
York, N.Y., New Orleans, Louisiana, San
Francisco. California and Old San Juan,
Puerto Rico. Comments on such agree-
ments, including requests for hearing,
may be submitted to the Secretary, Fed-
eral Maritime Commission. Washington,
D.C., 20573, on or before September 23,
1975. Any person desiring a hearing on
the proposed agreement shall provide a
clear and concise statement of the mat-
ters upon which they desire to adduce
evidence. An allegation of discrimination
or unfairness shall ba accompanied by a
statement describing the discrimination
or unfairness with particularity. If a vi-
olation of the Act or detriment to the
commerce of the United States is alleged,
the statement shall set forth with par-
ticularity the acts and circumstances
said to constitute such violation or detri-
ment to commerce.

A copy of any such statement should
also be forwarded to- the party filing the
agreement (as indicated hereinafter) and
the statement should Indicate that this
has been done.

FarrellLines Incorporated: Columbus Line;
Associated Container Transportation (Aus-
tralla) Ltd. and Australia National Line.

Notice of Agreement Fied by:
John n. Mahoney, Esq. Casey, Lane & MIt-

tendorf, 26 Broadway. New York, New York
10004.

Sanford 0. MIller. Fsq. Haight, Gardner, Poor
& Havens, One State Street Plaza, New
York, New York 10004.

and
Edward Aptaker, Esq, Morgan, Lewis & Bock-

lus, 1140 Connecticut Avenue, N.W, Wash-
lngton. D.C. 20036.

Agreement No. 10174, among Farrel
Lines, Inc., Columbus Line. Associated
Container Transportation (Australia)
Ltd. and Australia National Line, com-
mon carriers by water operating cellular
container services In the trade between
Australia and U.S. Atlantic and Gulf
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Coast ports; provides for the establish
ment of a cooperative working arrange
ment whereby the cariers agree to con
suit with each other for the purpose a:
arranging thilr sailings to provide
more effective and efficient service to th
ports In the trade.

By Order of, the Federal Maritim
Commission.

Dated: August 28,1975.
JosFrX C. POLKQNG,
Assistant Secretary.

[I Doc.75-23294 Fled 9-2--75;8:45 am]

PACIFIC-INDONESIAN CONFERENCE
Agreement Filed

Notice is hereby given that the follow
Ing agreement has been filed with th
Commission for approval pursuant tA
section 15 of the Shipping Act, 1916, a
amended 39 Stat. 733, 5 Stat. 763, 4
U.S.C. 814).

Interested parties may inspect and ob
tain a copy of the agreement at .th
Washington office of the Federal Mari.
time Commission, 1100 L Street, NW.
Room 10126; or may inspect the agree
ment at the Field Offices located at Nev
York, N.Y., New Orleans, Louisiana, Sai
Francisco, California and Old San Juan
Puerto Rico. Comments on such agree
ments, including requests for hearing
may be submitted to the Secretary, Fed
eral Maritime Commission, Washington
D.C., 20573, on or before September 23
1975. Any person desiring a hearing oi
the proposed agreement shall provide
clear and concise statement of the mat
ters upon which they desire to adduc
evidence. An allegation of discriminatio
or unfairness shall be accompaned b,
a statement describing the discrimina
tion or unfairness with particularity. I
a violation of the Act or-detriment to th
commerce of the United States is alleged
the statement shall set forth with par-
ticularity the acts and circumstance
said to constitute such violation or detri
ment to commerce.

A copy of any such statement shou
also be forwarded to the party filing th
agreement (as indicated hereinafter,
and the statement should indicate tha
this has been done.

Notice of Agreement Filed by:
11r. H. . ollins, Secretary, Pacific-Indone

alan Conference, 635 Sacramento Street
San Francisco, California 94111.

Agreement 6060-17 is an "enablin
clause" which would permit the Pacific
Indonesian Conference to "* * * ente
into agreements with other conference
or rate-making groups, for the purpos
of discussing and/or agreeing upon mat
ters of mutual Interest."

By Order of the Federal Maritim
Commission.

Dated: August 28, 1975.
JOSEPH C. POL=ING,

Assistant Secretary.
[Pr Doc.75-23295 'Filed 9-2-75; 8:45 -am]

PACIFIC-STRAITS CONFERENCE funds, as well as the disposition of cer-
Agreement Filed tain refund amounts beitig retained by

Transwestern pending Commission ac-
f Notice is hereby given that the follow- tion. Transwestern's proposal, to be im-
a ing agreement has been filed with the plemented by operation of the PGA pro-
e Commission for approval pursuant to vision of its FPC Tariff, is a plan of

section 15 of the Shipping Act, 1916, as _flowing through to Its customers, not
amended (39 Stat. 733, 75. Stat. 763, 46 only the Hugoton-Anadarko Area re-e U.S.C. 814). funds, but amounts being held pending

Interested parties may Inspect and Commission action in other proceedings,
obtain a- copy of the agreement at the as set forth on the schedule attached
Washington office of the Federal Mari- thereto.
time Commission, 1100 L Street, M.W., 'Transwestern proposes the following:
Room 10126; or may inspect the agree- (1) To. flow-through to its Jurlsdc-
ment at the Field Offices located at New tional customers all refunds being held,
York, N.Y., New Orleans, Louisiana, San and the disposition of which is awaiting
Francisco, California and Old San'Juan, Commission action. Such flow-through
Puerto Rico. Comments on such agree- shall be implemented by crediting the
ments, including requests for hearing, refunds to the Gas Cost Adjustment Ac-
may be submitted to the Secretary, Fed- count pursuant to Section 19.2 (b) (3) (c)
eral Maritime Commission, Washington, and 19.6 of the General Terms and Con-

a D.C., 20573, on or before September 23, ditions of Its FPC Gas Tariff.
1975. Any person desiring a hearing on (2) Such refunds shall include the

6 the proposed agreement shall provide a equitable entitlement aniounts hereto-
clear and concise statement of the mat- fore retained pending Commission ac-
ters upon which they desire to adduce tion and to which Transwestern will

e evidence. An allegation of discrimina- relinquish all claims.
tion or unfairness shall be accompanied Such supplier refunds are as follovfs:
by a statement describing the discrimi- Docket 'No. AR64-1 ct al.
nation or unfairness with particularity, (Hugoton-Anadarko):

- If a violation of the Act or detriment to Refunds and lnterest
, the commerce of the United States is pending distribution-. $1,268, 631.24
1 alleged, the statement shall set forth Equitable entitlement _- 16, 989.24

with particularity the acts and circum-
stances said to constitute such violation Subtot- --------------. 1,285,52.48
or detriment to commerce.

- A copy of any such statement should mian):
also be forwarded to the party filing the Oct. 6, 1972, refund re-
agreement (as indicated hereinafter) port, refunds pending

n and the statemenV should indicate that . distribution 001,218.52
a this has been done.- .Equitablo -entitlement
e Notice of Agreement Filed by: amounts retainedt fom
1 Mr. :H. R. Rollins, Secretary, Pacific-Straits prior reports ---------- 76,186.80
y Conference, 635 Sacramento Street, San

- rancisco, California 94111. Total refunds 1to b8
. . . .credited ....... 1, 002,631, 80

de

9

e

e

Agreemeni 5 o8u-18 is an "enaolng
clause" which would permit the Pacific-
Straits Conference to ".... enter into
agreements with- other conferences or
rate-making groups, for the purpose of
discussing and/or 6greeing upon matters
of mutual interest."

By Order of the Federal Maritime
Commission.

Dated: August 28, 1975.
JosEpir C. POL=G,

Assistant Secretary.
/1JR Doc.75-P3296 Filed 9-2-75;8:45 am]

FEDERAL POWER COMMISSION
[Docket Nos. AR64-1, et al.; Docket Nos.

RP67-8, RP69-27, RP70-19]

AREA RATE PROCEEDING, ET AL (HUGO.
TON-ANADARKO) AND TRANSWESTERN
PIPELINE CO.

Proposed Plartof Refund
AUGUST 26, 1975.

Take notice that .Transwestern Pipe-
line Company on August 4, 1975, filed a
proposed plan of refund of supplier re-
funds received pursuant to the Commis-
sion's:Order issued March 17, 1975, in
Docket Nos. AR64-1, et al, directing
disbursement and flow-througb. of re-

Any person desiring to be heard or to
protest said filing should file a petition to
intervene or protest with the Federal
Power Commission, 825 North Capitol
Street, NE., Washington, D.C. 20426, in
accordance with Section 1.8 and 1.10 of
the Commission's Rules of Practice and
Procedure (18 CFR 1.8, 1.10). All such
petitions or protests should be filed on
or before September 4, 1975. Protests will
be considered by the Commission In de-
termining the appropriate action to be
taken, but will not serve to make pro-
testants parties to the proceeding. Any
-person wishing to become a party must
file a petition to intervene. Coplea of
the filing are on file with the Commission
and are available for public inspection.

Kinhrnr F. PLUMn
Secretary.

[FR Doc.75-23223 Filed 9-2-76;8:45 am]

. [Docket Nos. AnG4-1, ot al.]
AREA RATE PROCEEDING, El AL.

(HUGOTON-ANADARKO AREA)
Report of Refunds

Aun=ST26, 1975.
Take notice that on Augus 4. 1075.

Cities Service Gas Company (Cltles)
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tendered for filing and acceptance Its
report of intended disposition of refunds
received in compliance with the Com-
mission's Order Directing Disbursement
'and Fow-Through of Refunds Issued
March 17, 1975, and with the Commis-
sion's Order Granting Motion for Clari-
fication issued July 18, 1975, in Dodket
Nos. AR64-1, et al.

Cities states that the-proposal pertains
to producer-supplier refunds received
and retained by Cities aggregating
$6,989,269.67, principal and interest, all
applicable to gas purchased by Cities
from the Hugoton-Anadarko Area.

Cities states that this aggregate sum
does not include refunds not yet received
by Cities from four named respondent-
producers pursuant to ordering para-
graphs (A) and (B) of the aforemen-
tioned Order of March 17, 1975, in the
instant docket, totalling $17,078.16 in-
cluding interest to Septemeber 1, 1970.
Cities proposes that upon receipt of such
refunds, it will submit a report to the
Commission and proposes that it be per-
mitted to retain all such sums because
they are de minimis, with only approx-
imately $9,750 being subject to refund
to jurisdictional customers. Cities states
that it has made diligent efforts to ob-
tain the disbursement of such refunds,
but has not sicceeded due to difficulties
in locating producers, transfers of own-
ership, producer deaths, and a claim of
producer exemption.

Cities states that it intends, to flow
through to its jurisdictional customers
$3,048,939.53 of the aggregate, amount
and to retain $3,940,330.14 and that such
intended disposition is consistent with
its obligations to flow through refunds
received from producer-suppliers to its
jurisdictional customers as set forth in
the Stipulation and agreement approved
by the Commission's Order of Decem-
ber 22, 1961, in Docket No. RP62-1; the
Stipulation and Agreement approved by
the Commission's Order of June 28, 1965,
in Docket Nos. RP64-9, et al.; the Stipu-
lation and Agreement approved by the
Commission's Order of January 30.
'1969, in Docket No. RP68-16; and the.
Stipulation and Agreement approved by
the Commission's Order of August 24,
1970, in Docket Nos. RP69-39 and RP70-
22. Cities states that pursuant to each of.
the aforementioned Stipulation and
Agreements it has the right to retain the
allocated portion of all producer refunds
received which are attributable to its
non-jurisdictional business, being $2.-
420,947.97. Cities states that pursuant to
the post-audit provisions set forth in
Articles IV and V of the aforementioned
Stipulation and Agreement in Docket
Nos. RP64-9, et al, and in Article IV of
the aforementioned Stipulation Agree-
ment in Docket No. RP68-16, Cities has
the right to retain $1,519,382.17. Cities
states that the Commission "clarified that
these post-audit provisions will be hon-
ored by its Order Granting Motion for
Clarification issued July 18, 1975.

Cities states that copies of the fing
were served on all of Cities' jurisdictional
customers and interested state regula-
tory commissions.

Any person desiring to be heard or-to
make any protest with reference to this
filing should, on or before Spptember 4.
1975. file with the Federal Power Com-
mission, Washington, D.C. 20426, a peti-
tion to intervene or a protest in accord-
ance with the requirements of the
Commission's Rules and Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations Under the Natural Gas Act
(18 C R 157.10). All protests filed with
the Commission will be considered by It in
determining the appropriate action to be
taken, but will not serve to make the pro-
testants parties to the proceeding. Any
person wishing to become a party to a
proceeding or to participate as a party
in any hearAg therein must file a peti-
tion to intervene In accordance with the
Commission's Rules. Copies of this filing

-are on file with the Commission and are
available for public Inspection.

KmnIMT11 F. P;LUZM,
Secretary.

TFR Doc.75-23224 l]ed 9-2-75;8:45 am]

IDocket No. ER 76-571

ARIZONA PUBLIC SERVICE CO.
Supplement to Agreement

AucusT 26, 1975.
Take notice that on August 8. 1975,

Arizona Public Service Company CAPS)
tendered for filing Supplement No. 16 of
an Agreement with Navajo Tribal Utility
Authorlty (NTUA), FPC Rate Schedule
No. 6, which provides for the delivery of
part of NTUA's entitlement from APS'
Four Comers Generating Station near
Farmington. New Mexico to NTUA at the

- Navajo Reservation boundary just north
of the APS' Leupp Junction Substation.
APS states that the Supplement provides
for no change of rate and Is not a rate
increase.

Copy of the filing was served upon the
Arizona Corpbmtion Commission.

APS requests that the waiver provi-
sions of Section 35.11 of the Commis-
sion's regulations be waived and permit
this Supplement to become. effective as
soon as practical.

Any person desiring to be heard or to
protest said filing should file a petition to
intervene or protest with the Federal
Power Commission, 825 North Capitol
Street, NE., Washington, D.C. 20426. In
accordance with Sections 1.8 and 1.10 of
the Commission's Rules of Practice and
Procedure (18 CFR 1.8, 1.10). AlU such
petitions or protests should be filed on or
before September 5, 1975. Protests will
be considered by the Commission in de-
termining the appropriate action to be
taken, but will not serve to make pro-
testants parties to the proceeding. Any
person wishing to become a party must
file a petition to intervene. Copies of this
filing are on file with the Commission and
are available for public Inspection.

KEIUMM F. PLUB,
SecretarV.

[FU Doc.75-23225 Piled 9-2-75:8:45 am]

[Docket No. ER76-671

KANSAS CITY POWER & LIGHT CO.
Filing of Service Schedule

AUGusu 26, 1975.
Take notice that on August 11, 1975.

Kansas City Power & Light Company
(KCPL) tendered for filing a Service
Schedule under the Twin Cities-Iowa-
Omaha-Kansas City 345 Ky Intercon-
nection Coordinating Agreement. KCPL's
FPC Rate Schedule No. 67, and KCPIre-
quests that said Service Schedule be per-
mitted to become effective thirty (30)
days after filing. KCPL states that the
Service Schedule provides for the Sale of
Long Term Interruptible Capacity to
Omaha Public Power District (OPPD).

KCPL states that long Term Interrupt-
lble Capacity Is being provided to OPPD
to prmit OPPD to enter into a related
transaction with Nebraska Public Power
District (NPPD) whichilatter will require
additional capacity for reliability on its
system.

Any person desiring to be heard or to
protest said filing should file a petition
to intervene or protest with the Federal
Power Commission, 825 North Capitol
Street, NE.. Washington, D.C. 20426, in
accordance with Sections 1.8 and 1.10 of
the Commisslon's Rules of Practice and
Procedure (18 CPR 1.8, 1.10). All such
petitions or protests should be filed on or
before September 4. 1975. Protests will be
considered by the Commission in deter-
mining the appropriate action to be
taken, but will not serve to make pro-
testants parties to the proceeding. Any
person wishing to become aparty must
file a petition to intervene. Copies of this
filing are onfile with the Commission and
are available for public inspection.

KENNETH P. PLUMB,
Secretary.

[FR Doc.75-23226 Plned 9-2--75;8:45 am]

[Docket Nos. E-9028, E-6058 and ER76-7-1

MISSISSIPPI POWER AND LIGHT CO.
Proposed Agreement for Purchase of Power

Auausr 26,1975.
Take notice that on August 12, 1975,

Mississippi Power and Light Company
(MP&L), tendered for filing an Agree-
ment for Purchase of Power between
MP&. and the Yazoo Valley Electric
Power Association at -Midway, Missis-
sippi In substitution for an unexecuted
Agreement for Purchase of Power filed on
September 20. 1974,uand accepted for fil-
ing on January 7. 1975. in Docket No. E-
9028 to become effective on the date of
initiation of service. Service commenced
under that agreement on January 30,
1975.

MP&L states that its Rate Schedule
PEA-13 (Revised)- incorporated therein
was heretofore filed with the Commission
on January 10. 1975, in Docket No. F-
9058 and Is the currently effective tariff
for service to Its electric power associa-
tion customers pending action of the
Commission In Docket No. E-9058.
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Any person desiring to be heard or to
protest said filing should file a petition to
intervene or protest with the Federal
Power Commission, 825 North Capitol
Street, NE., Washington, D.C. 20426, in
accordance with Sections 1.8 and-1.10
of the Commission's Rules of Practice
and Procedure (18 CFR 1.8, 1.10). All
such petitions or protests should be filed
on or before September 4, 1975. Protests
will be considered by the Commission in
determining the appropriate action to be
taken, but will not serve to make pro-
testants parties to the proceeding. Any
person wishing to become a party must
file a petition to intervene. Copies of this
filing are on file with the Commission
and are available for public inspection.

KENNETH F. PLUMB,
Secretary.

[FR Doc.75-23227 Filed 9-2-75;8:45 am]

[Docket No. Mf--1647]

CLIFTON F. ROGERS
Supplemental Application

AUGUST 26, 1975.
Take notice that on July 18, 1975,

Clifton F. Rogers (Applicant) filed a
supplemental application with the Fed-
eral Power Commission. Pursuant to
Section 305(b) of the Federal Power Act,
Applicant seeks authority to hold the
following positions:
Chairman of the Board, President & Di-

rector, Upper Peninsula Power Com-
pany, Public Utility.

President & Director, Upper Peninsula
Generating Company, Public Utility.
Upper Peninsula Power Conipany, 616

Sheldon Avenue, Houghton, Michigan, is
engaged in the electric utility business in
the upper peninsula of Michigan. In ad-
dition to its own generating facilities,
Upper Peninsula Power Company owns
19% of the, outstanding Common
(voting) stock of Upper Peninsula Gen-
erating Company with,. Cliffs Electric
Service Company owning the other 81%.

Upper Peninsula Generating Company,
616 Sheldon Avenue, Houghton, Michi-
gan, is engaged In the generation of elec-
tric energy for sale to its two owners,
Cliffs Electric Service Company having
the right to purchase 50% and Upper
Peninsula Power Company 50% of the
energy generated from Units 1 through 4
with Cliffs Electric Service Company
having the right to purchase all energy
from Units 5 and 6. All the facilities of
Upper Peninsula Generating Company
are located at Marquette, Michigan.

Any person desiring to be heard or tc
make any protests with reference to saie
application should on or before Septem-
ber 5, 1975, file with the Federal Fowe3
Commission, Washington, D.C. 20426, pe-
titions to intervene or protests in accord-
ance with the requirements of the Com.
mission's Rules of Practice and Pro.
cedure (18 CFR 1.8 or 1.10). All protest.
filed with the Commission will be con.
sidered by It in determining the appro
priate action- to be taken but will no
serve to make the protestants parties t(
the proceeding. Persons wishing to be

come parties to a proceeding or to par-
ticipateas a party in any hearing therein
must Me petitions to intervene in ac-
cordance with the Commission's Rules.
The application is on Me with the Com-
mission and avaiable for public inspec-
tion.

KENNETH F. PLUIB,
Secretary.

[FR Doc.75-23228 Filed 9-2-75;8:45 am]

[Docket No. ER'76-68]

SOUTHERN INDIANA GAS & ELECTRIC CO.
Filing of Supplement to Electric Service

Agreement
AUGUST 26, 1975.

Take notice that on August 11, 1975,
Southern Indiana Gas and Electric Com-
pany (Company) tendered for filing an
Agreement Letter, of July 10, 1975, cap-
tioned "Second Supplement to Electric
Power Agreement", dated May 25, 1971
(Alcoa Generating Corporation Rate
Schedule FPC No. 2 Modifying said
Agreement and the Letter Agreement,
dated April 30, 1973-First Supplement
Southern Indiana Gas and Electric Com-
pany-Rate Schedule FPC No. 32). Ac-
cording to the Company, the Letter
Agreement, herein referred to as the
"Supplement", amends and supplements,
but does not supersede the Electric Power
Agreement, dated May 28, 1971 and the
Pnrst Supplement thereto-Letter Agree-
ment, dated April 30, 1973, between the
parties.

According to the Company, the Second
Supplement updates the Electric Power
Agreement, dated May 28, 1971, and the
first supplement thereto, both of which
are referred to above, by providing that
effective August 1, 1975, for short term
power reserved by Alcoa Generating Cor-
poration for a period of not less than a
calendar week, the demand charge shall
be $0.45 per kilowatt and $0*075 per kilo-
watt per day for each day beginning with
the day for which power is reserved and
ending with the following Saturday and
for firm power of 40 -MW the demand

- charge shall be $1.95 per KW per month
(rate of $0.45 per KW per week) whether
or not -Alcoa, Generating Corporation
takes the power requested. These charges
were determined by mutual agreement of
the parties and are based upon levels
customarily and currently being charged
by utilities in the area where Southern
Indiana Gas and Electric Company and
Alcoa Generating Corporation are lo-
cated, the Company states.

The Company requests the Commis-
sion waive the prior notice requirements

L and permit an effective date of Au-
gust 1, 1975.

Any person desiring to be heard or to
protest said application should file a
petition to inteifvene or protest with the
Federal Power Commission, 825 North

. Capitol Street, NE., Washington, D.C.
20426, in accordance with Sections 1.8

- and 1.10 of the Cobmission's Rules of
- Practice and Procedure. All such peti-
t tions or protests should be filed on oz
o bdfore September 5, 1975. Protests will be
- considered by the Commission in deter-

mining the appropriate action to be
taken, but will not serve to make pro-
testants parties to the proceeding. Any
person ;vishing to become a party must
file a petition to intervene. Copies of this
application are on file with the Commis-
sion and are available for public inspec-
tion.

KENNETH F. PLUMBn,
Secretary.

[FR Doc.75-23229 Filed 0-2-75;8,.45 nml

[Docket No. E-0490]

UNION ELECTRIC CO.
Filing of Revised Tariff Sheets

AUGUST 26, 1075.
Take notice that on August 11, 1075,

Union Electric'Company (UE) tendered
for filing certain Revised Tariff Sheets In
the captioned docket. Union states that
such sheets reflect the exclusion of con-
struction work in progress from Its rate
base pursuant to the Commission's order
of July 11 in this proceeding. Union
statqs that It filed revised schedules to
Statements M and N similarly reflecting
the exclusion of construction work in
progress from rate base. Union states
that copies of this filing were mailed to
all-parties of record.

Any person desiring to be heard or to
protest said filing should file a petition
to Intervene or protest with the Federal
Power Commission, 825 North Capitol
Street, NE., Washington, D.C. 20426, in
accordande with Sectins 1.8 and 1.10 of
the Commission's Rules of Practice and
Procedure (18 CFR 1.8, 1.10). All such

-petitions or protests should be filed on
,or before September 5, 1975. Protests will
be considered by the Commission in de-
termining the appropriate action to be
taken, but will not serve to make protest-
ants parties to the proceeding. Any per-
son wishing to become a party must il1
a petition to Intervene. Copies of this
filing are on file with the Commission
and are available for public inspection.

KENNETH F. PLUMB,
Secretary.

[PR Doc.75-23230 Filed a-2-'75845 am]

[Docket No. F-8O60]

UTAH POWER & LIGHT CO.
Filing of Supplemental Data

AuGUST 26, 1975,
Take notice that on June 9, 1975, The

Montana Power Company (Montana)
tendered supplemental data intended to
make complete the original filing of Au-
gust 5, 1974, of Utah Power and Light
Company (Utah). This data consists of
Montana's Certificate of Concurrence to
the supplemental information to its In-
terconnection Agreement with Utah, filed
by Utah on August 5, 1974. This action Is
In response to the letter of April 11, 1975,
Issued to Montana by the Secretary of
the Federal Power Commission.

Any person desiring to be heard or to
protest said filing should file a petition
to' intervene or protest with the Federal
Power Commission, 825 North Capitol
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Street, NE., Washington, D.C. 20426, In
accordance with Sections 1.8 and 1.10 of
"he Commission's Rules of Practice and
Procedure (18 CFR 1.8, 1.10). All such
petitions or protests should be flied on
or before September 5, 1975. Protests will
be considered by the Commission in de-
termining the appropriate action to be
taken, but will not serve to make protes-
tants parties to the proceeding. Any per-
son wishing to become a party must file
a petition to intervene. Copies of this
filing are on file with the Commission
and are available for public inspection.

]uszxre= - .PLUMB,
Secretary.

[1R Doc.75-23231 PIled 9-2-75;8:45 am]

[DoCket No. E-9478]

ALABAMA POWER CO., ET AL
Extension of Time

AUGUST 26, 1975.
On July 31, 1975, Consumers Power

Company flied a motion to extend the
time for fing answers tothe petition to
intervene and for hearing fied by
Georgia Power Project, et al., on
June 30, 1975.

Upon consideration, notice is hereby
given that the date for filing answers to
the petition in the above matter Is ex-
tended to and including September 8,
1975.

KENN=T F. PLUM,
Secretary.

-[R Doc.75-23309 Filed 9-2-75;8:45 am]

[Docket No. RP75-801

ALABAMA-TENNESSEE NATURAL GAS
CO.

Further Extension of Time
AUGuST 25, 1975.

On August 22, 1975. Staff Counsel
filed a motion to extend the procedural
dates fixed by order Issued April 24,
1975, as most recently modified by notice
issued July 29, 1975, in the above-desig-
nated matter. Staff has coiitacted the In-
terested parties In this proceeding and
there is no opposition to the proposed
dates.

Upon consideration, notice is hereby
given that the procedural dates In the
above matter are modified as follows:

-Service oi Staff Testimony. September 30.
1975.

-Service of Intervenor Testimony, Novem-
ber 11, 1975.
Service of Company Rebuttal. November 25,
1975.
Hearing, December 16. 1975 (10:00 nm. EST).

KENNETH F. PLUMB,
Secretary.

F1Doc.75-23319 Fleffg-2-75;8:45 am]

[Docket No. RIM5-131]

CHEVRON OIL CO.

Proposed Change In Rate
AUGUST 26, 1975.

Respondent has filed a proposed
change in rate and charge for the juris-
dictional sale of natural gas, as set forth
in Appendix A hereof.

The proposed changed rate and charge
may be unjust, unreasonable, unduly dis-

criminatory, or preferential, or otherwise
unlawful

The Commission finds: I tis in the pub-
lic Interest and consistent with the Na-
tural Gas Act that the Commission enter
upon a hearing regarding the lawfulness
of the proposed change, and that the sup-
plement herein be suspended and its use
be deferred as ordered below.

The Commission orders: (A) Under
the Natural Gas Act, particularly Sec-
tions 4 and 15, the Regulations pertaining
thereto E18 CPR, Chapter I], and the
Commission's Rules of Practice and Pro-
cedure, a public hearing shall b6 held
concerning the lawfulnes of the proposed
change.

(B) Pending hearing and decision
thereon, the rate supplement herein is
suspended and its use deferred until date
shown In the "Date Suspended Until"
column. This supplement shall become
effective, subject to refund, as of the ex-
piration of the suspension periodwithout
any further action by the Respondent or
by the Commission. Respondent shall
comply with the refunding procedure re-
quired by the Natural Gas Act and Sec-
tion 154.102 of the Regulations thereun-
der.

(C) Unless otherwise ordered by the
Commission, neither the suspended sup-
plement, nor the rate schedule sought to
be altered. shall be changed until dis-
position of this proceeding or expiration
of the suspension period, whichever is
earlier.

By the Commission.

[SEAl KEN= F r PLUarB,
Seefetarg.

APPENDIX A

Rata Sup- Mnxnnt Data Effective Date Cents per Mer efectsub-
Docket espondent ched, ple- Puhaser and prodU.dga of & data m dcttotgd .M_ P: Je.l to

NO. tile nntannual tne! uzlen untelasI Proposed refundlInNo. No.-. Incram saspendtd effact; Inecased docket
rata No.

R175-11-- Chevron Oil CO....... 3 13 Mountain uel 8uply Co. (Wyo. $014 7-2345 . 8-27-7 27.42 27.57s RI-isi
ming) (Rocky Auntain).

Unless otherwise stated. the pressure base is 15.MZ5 IbJln's.
I Unless otherwise stated. the rate shown Is the total rate, Inclusive of any applicable lritish thrmal unit a tmaent n lax.

The proposed tax increase which ex-
ceeds. the applicable area ceiling in Opin-

- ion No. 658 is suspended until September
27, 1975, which is the time when the sus-
pension period for the underlying rate
will expire.

[IR Doc.75-23332 Filed 9-2-75;8:45 am]

[Docket No. CP76-51]
COLUMBIA GAS TRANSMISSION CORP.

Application

AUGUST 25, 1975.
Take notice that on August 11, 1975,

Columbia Gas Transmission Corporation
(Applicant), 1700 MacCorkle Avenue,
S.E., Charleston, West Virginia 25314,
fied in Docket No. CP76-51 an applica-
tion pursuant to Section 7(c) of the Nat-
ural Gas Act for a ceitificate of public
convenience and necessity authorizing

sales of natural gas In Interstate com-
merce for resale under revised service
agreements with Baltimore Gas and
Electric Company (Baltimore), The Cin-
cinnati Gas Electric Company (Cincin-
nati), Columbia Gas of Ohio, Inc. (Ohio),
Columbia Gas of Virginia. Inc. (Vir-
ginia), Roanoke Gas Company, (Roa-
noke), UGI Corporation (UGD, and
Washington Gas Light Company and
subsidiaries; Shenandoah Gas Company
and, Frederick Gas Company, Inc.
(WGL), all as more fully set forth in the
application on file with the Commission
and open to public inspection.

Applicant requests authorization to sell
natural gas under the following circum-
stances effected by revised service agree-
ments 'with all signed April 30. 1975:
- -1. Reduction in Baltimore's winter
contract quantity from 10,950,000 Mc!
to 5,650,000 Mcf of gas-under Rate Sched-
ule WS In Zone 2.

2. Reduction Cincinnati's winter con-
tract quantity from 1,500,000 Mcf to
1,250.000 Mcf of gas under Rate Sched-
ule WS In Zone 4.

3. Reduction in Ohio's winter contract
quantity from 1,403,600 Mcf to 1,210,000
Mcf of gas under Rate Schedule WS in
Zone 6.

4. Reduction In Virginia's winter con-
tract quantity from 1,397,500 Mcf to 1,-
075,000 Mcf of gas under Rate Schedule
WS in Zone 2.

5. Reduction in Roanoke's contract
demand from 25,000 M, cf to 23,750 Mc!
of gas per day under Rate Schedule CDS
in Zone 2.

6. Reduction In Roanoke's maximum
daily quantity from 8,000 Mcf to 7,600
Mcf of gas and In winter contract quan-
tiy from 550.000 Mcf to 380.000 Mcf of
gas under Rate Schedule WS In Zone 2.

7. Reduction in UGIs winter contract
quantity from 3,650,000 Mcf to 2,906,300
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Mcf of gas under Rate Schedule WS
in Zone 6.
• 8. Reduction in WGL's winter con-
tract quantity from. 19,140,000 Mcf to
15,630,000 Mcf of gas under Rate Sched-
ule WS in Zone 2.

Applicant states that Baltimore, Cin-
cinnati, Ohio, Virginia, Roanoke, UGI
and WGL have advised Applicant that
they desire to decrease their winter con-
tract quantities and that Roanoke has
advised Applicant that it desires also to
reduce Its contract demand and maxi-
mum daily quantity. It is stated that the
proposed revised service agreements re-
flect the requested reductions. Applicant
requests that the Commission authorize
sales under the proposed service agree-
ments with an effective date of Novem-
ber 1, 1975, for service with the revisions
under Rate Schedule WS and Decem-
ber 1, 1975, for service with revisions
under Rate Schedule CDS.

Applicant states that the proposed re-
visions would not result in the realloca-
tion of natural gas supply among Appli-

,cant's customers, the shift of supply from
the winter months- to- the summer
months, or a more inferior use of the gas.
It is further stated that the proposed
revisions wohld not affect Applicant's
curtailment program.

The application indicates that the cus-
tbmers desire a reduction in the winter
contract quantities to reduce the demand
cost of gas which Applicant is unable to
deliver. Additionally, the application in-
dicates that Roanoke has a gas supply
in excess of its needs under its current
circbrpstances of service.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before Septem-
ber 16, 1975, file with the Federal Power
Commission, Washington, D.C. 20426, a
petition to Intervene or a protest in ac-
cordance with the requirements of the
Commission's Rules of Practice and Pro-
cedure (18 CFR 1.8 or 1.10) and the Reg-
ulations under the Natural Gas Act (18
CPR 157.10). All protests'flled with the
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve to make the
protestants parties ,to the proceeding.
Any person wishing to become a barty to
a proceeding or to participate as a party

,in any hearing therein must fie a peti-
tion to intervene in accordance with the
Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject
to the jurisdiction conferred upon the
Federal Power Commission by Sections
7 and 15 of the Natural Gas Act and the
Commission's Rules of Practice and Pro-
cedure, a hearing will be held without
further notice before the Commission on
this application if no petition to inter-
vene is filed within the time required
herein, if the Commission on its own
review Of the matter finds that a grant
of the certificate is'required by the public
convenience and necessity. If a petition
for leave to Interveneis timely filed, or if
the Commission on its own motion be-
lieves that a formal hearing is required,
further notice of such hearing will be
duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or be
represented at the hearing.

B53IMETH IF. PLUrsa,
- - "Secretary.

[PR Doc.75-23320 Filed 9-2-75;8:45 am]

[Docket Nos. 1P'75-105 and RP75-106]
COLUMBIA GULF TRANSMISSION CORP.

AND COLUMBIA GAS TRANSMISSION
CORP.-

Order Granting Late Petition To Intervene
AUGUST 26, 1975.

On July 28, 1975, the National Fuel
Gas Supply Corporation (National Fuel)
filed a petition to intervene out of time In
this docket. Notice of the filing of the
above-referenced dockets was issued on
June 4, 1975, with protests or petitions to
intervene due on or before June 20, 1975.
Several petitions to intervene were re-
ceived and subsequently granted by order
dated July 14, 1975. National Fuel now
comes stating that it inadvertently failed
to file a timely petition for intervention,
that its interest will not adequately be
represented by any other party to this
proceeding, and that allowance of its in-
tervention will cause no delay.

The Commission finds: Participation
by National Fuel in this proceeding may
be in the public interest and good cause
exists for permitting such intervention.

The Commission orders: (A) The
above mentioned petitioner is hereby
Permitted to intervene in this proceed-
ing, subject to the Rules and Regula-
tions of the Commission; Provided, how-
ever, that the participation of such
intervenor shall be limited to matters af-
fecting the rights and interests specifi-
cally set fort in its petition to inter-
vene; and Provided, Jurther, -that the
admission of such intervenor shall not be
construed as recognition that it might be
aggrieved because-of any order or orders
issued by the Commission in this pro-
ceeding.

(B) The intervention granted herein
shall not be the basis for delaying or
deferring any procedural schedules
heretofore established for the orderly
and expeditious disposition of this pro-
ceeding.

(C) The Secretary shall cause prompt
publication of this order in the FEDER
REGISTER.

By the Commission.
[sEAL] XmENNTH F. PLUMB,

Secretary.
[PR Doc.75-23310 Piled 9-2--76;8:45 am]

[Docket Nos. P.73-107, RP74-9O, RP75-91

(Pipeline Production) I
CONSOLIDATED GAS SUPPLY CORP.

Order Granting Motion for Severance and
Expeditious ,Treatment of Appalachian
Pipeline Production Issue, Consolidating
Proceedings, and Establishing Proce-
dural Dates

AUGUST 25, 1975.
On July 23, 1975, Consolidated Gas

Supply Corporation (Consolidated) filed

t a motion requesting that the Commis-
sion Issue an order severing and expedlt-
ing decision of the question of whether
the costs of Its production of natural gas
in the Appalachian area from leases ac-
quired after October 8, 1969, or from
wells drilled after January 1, 1973, shall
be included in Its overall cost of service
for ratemaking purposes or whether
such costs should be excluded from the
total cost of service and the national or
area rate, as appropriate, substituted for
volumes produced from such leases or
wells.

Consolidated states thit it has con-
tinued to advocite cost-of-service treat-
ment for all production in the Appalach-
ian area in Its rate filings in Docket Nos.
RP73-107, RP74-90 and RP75-91, in ac-
cordance with Consolidated's history of
inclusion of all of its own production ac-
tivities' cost in that region as part of its
cost-of-service. However, Consolidated
In Its motion notes that in Docket No,
RP74-90, the Staff advocates excluding
from its cost-of-service Consolidated's
cost of producing natural gas from
leases acquired after October 8, 1069, or
from wells drilled after January 1, 1973,
and rather, pricing those volumes of gas
produced from such wells and leases at
the national or area rate, as appropriato,
Consolidated states it anticipates the is-
sue arising as well in Docket Nos. RP73-
107 and RP75-91.
.In view of the Impact of the treatment

of Appalachian pipeline production on
Consolidated and on the customers it
serves, the Company believes the prompt
resolution of this issue is essential. Con-
solidated Indicates it will be compelled
to restrict its drilling program to those
projects where production can be ob-
tained profitably within the national or
area rates should the Commission not
permit cost-o*-service treatment and
further, such restricted drilling will in-
evitably reduce the supply available to
Consolidated from the Appalachian
region.

On July 29, 1975, Rochester Gas and
Electric Corporation (Rochester) filed
Its Response in support of Consolidated's
Motion to sever and expedie decision on
the treatment of the Appalachian pipe-
line production Issue. Rochester declares
It is wholly dependent upon Consolidated
for its own gas supply and concurs with
Consolidated's assertion that the resolu-
tion of the question of proper ratemak-
Ing treatment of Consolidated's Appala-
chian area production expenses will have
a direct and probably decisive impact
upon Consolidated's drilling activity In
that region. Rochester adds It Is in the
public interest to avoid unnecessmy de-
lay in the resolution of this Issue when
the production of natural gas is critically
Important.

On August 7, 1975, the Commission
Staff -filed its Answer to Consoldated's
Motion, also Indicating its support for
severance of the Appalachian pipeline
production issue from the other Issues
in the pioceedings. Staff, however, re-
quests -that because Consolidated's Mo-
tion affects the disposition of the issuo
In Docket No. RP75-91, a proceeding In
which Staff has yet to serve Its testt-
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mony, the Commission establish proce-
dural dates for the service of Staff's
testimony and any intervenor's testi-

.mony on the issue of pipeline production
as it relates to Docket No. RP75-91.

By Order dated July 14, 1975,1 in
another pipeline rate filing, we severed
the issue of whether cost of service treat-
ment should be afforded for the com-
pany's production from leases in the
Appalachian area acquired after Octo-
ber 8, 1969. Similar treatment is appro-
priate in the immediate dockets and we
shall so provide in this order. We note,
however, that in Opinion No. 731 2 we
expressed our concern with re~pect to the
standards that must be met to satisfy
the "special circumstances" criterion for
such cost of service treatment as set
forth in Opinion No. 5683 and Opinion
No. 568-A '. In finding that the circum-
stances must be truly extraordinary, we
concluded that the pipeline seeking the
higher cost of service treatmnt must
carry the same burdens of proof and
persuasion that an independent producer
must meet in order to gain an exception
from the area rate applicable to its sale.
Thus, more than a showing of unit costs
higher than the area rate, or intimations
that-the company will have to discon-
tinue its exploration program -without
the requested relief, is required. In light
of Opinion No. 731, all parties submitting
evidence on this issue should specifically
address the extraordinarj nature of the
circumstances surrounding Consoli-
dated's production from leases acquired
after October 8, 1969, in the Appalachian
area.

Our review of Consolidated's Motion to
sever and expedite the decision on the
treatment of pipeline production costs in

-Docket Nos. RP73-107 and RP74-90 and
in Docket No. RP75-91 indicates it is
reasonable and appropf'ate in the public
interest to avoid any unnecessary delay
in the resolution of this issue, and we
believe good cause exists to grant Con-
solidated's Motion as hereinafter pro-
vided. Therefore, we shall sever the Ap-
palachian pipeline Production issue in
Docket Nos. RP73-107 and RP74-90 and
in Docket No. RP75-91 and consolidate
the proceedings on that issue for the pur-
pose of hearing and decision.

We note that by Notice issued July 29,
1975, by the Secretary, Consolidated's
Rebuttal Testimony in Docket Nos. RP
74-90 and RP73-107 Is due to be served on
or before September 11, 1975; therefore,
we shall assign procedural dates for the
service of testimony on the Appalachian
pipeline production issue in Docket No.
RP75-91 only.

The Commission finds: Good cause ex-
ists to grant Consolidated's motion to
sever and expedite decision of the, ques-
tion of whether the costs of Consoli-
dated's production of natural gas in the

Columbia Gulf Transmission Corporatlon,
Columbia Gas Transmission Corporation,
Docket Nos. RP76-105, RP75-106.

21ssued May 15, 1975.
-42 FPC 738 (1969).
'42PP0 1089 (1969).

Appalachian area from leases acquired
after October 8,1969, or from wells drilled
after Januuary 1, 1973, shall be included
in its overili cost of service for ratemak-
ing purposes or whether such costs
should be excluded from the total cost
of service and the national or area rates,
as appropriate, substituted for volumes
produced from such leases or wells and to
establish procedural dates for hearing on
that issue as hereinafter ordered and
conditioned.

The Comnilsslon orders: (A) Consoli-
dated's Motion, filed July 23, 1975, in
Docket Nos. RP73-107, RP74-90 and RP
75-91, for severance and expeditious
treatment of the Appalachian pipeline
production issue is hereby granted, as
hereinafter ordered and conditioned.

(B) The trial of the Appalachian pipe-
line production issue In Docket Nos. RP
73-107 and RP74-90 and In Docket No.
RP75-91 is hereby consolidated, for pur-
poses of hearing and decision thereon.

(C) These consolidated proceedings
shall hereinafter be docketed as Docket
Nos. RP73-107, RP74-90 and RP75-91
(Pipeline Production).

(D) Pursuant to authority of the Nat-
ural Gas Act, particularly Sections 4

-and 5 thereof, and the Commisslon's
Rules and Regulations, a public bearing
for the purposes of cross-examination of
the evidence on the Appalachian pipeline
production Issue shall be held on Decem-
ber 16, 1975, at 10:00 A.M. in a hearing
room of the Federal Power Commission,
825 North Capitol Street, N.E., Washing-
ton, D.C. 20426.

(E) On or before November. 3, 1975,
the Commission Staff shall serve its pre-
pared testimony and exhibits In Docket
No. RP75-91 on the Appalachian pipe-'
line production issue. Any Intervenor
evidence on the Appalachian pipeline
production issue in Docket No. RP75-91
shall be filed on or before November 17,
1975. Any rebuttal by Consolidated on the
same issue In Docket No. RPIS-91 shall
be served on or before December 2, 1975.

(P) A Presiding Adminstrative Law
Judge to be designated by the Chief Ad-
ministrative Law Judge for that purpose,
(See Delegation of Authority, 18 CFR
3.5(d)), shall preside at the hearing In
this proceeding, shall Prescribe relevant
procedural matters not herein, provided,
and shall control this proceeding In ac-
cordance with the policies expressed In
the Commission's Rules of Practice and
Procedure.

(G) The Secretary shall cause prompt
publication of this order in the Federal
Register.

By the Commission.
[SEAL] KEMIIETH F. PLUMB,

Secretary.
lFR Doc.75-23321 Filed 9--753;8:45 am]

[Docket No. E-0294]
DETROIT EDISON CO.

Further Extension of Procedural Dates
AuGusT 25, 1975.

On August 8, 1975, Staff Counsel filed
a motion to extend the procedural dates
fixed by order issued March 27, 1975, as

most recently modified by notice issued
June 23, 1975, in the above-designated
matter.

Upon consideration, notice is hereby
given that the procedural dates in the
above matter are modified as follows:
Service of Staff Te3timony. October 23, 1975.
Service of Intervenor Testimony, November

10, 1975.
Service of Company Rebuttal, November 25,

1976.
Hearing, December 15, 1975 (10:00 am. ET).

KEzNNEM F. PLU3M,
Secretary.

[FR Doc.75-23322 Fied 9-2-75;8:45 ami

[Docket No. 11'73-104, et; al.]

EL PASO NATURAL GAS CO.
Extending and Establishing Further

Procedural Dates
August' 21, 1975.

On August 13, 1975, Staff Counsel filed
a motion to extend procedural dates set
by order issued February 8, 1974, as most
recently modified by notice issued July
2, 1975, and to establish further proce-
dural dates In the above-disignated
matter.

Notice Is hereby given that the proce-
dural dates In the above matter are mod-
ified as follows:

Servico of Staff's Evidence and the Oalifor-
na Public Utility CommLssion's Evidence
on Depreclation. October 31. 1975.

Servico of Intervenor Evidence, November
14, 1975. ,

Service of Conpany's Additional Rebuttal,
December 2, 1975.

Hearing. December 9, 1975 (10 a.m. e..t.).
By direction of the Commission.

KEN: F. PLUM,
Secretarg.

[FR, Doe.76-2330T Pled 9-2-75;8:45 a&]

[Docket No. CP76-531

EL PASO NATURAL GAS CO.
Application

August 26, 1975.
Take notice that on August 12, 1975,

El Paso Natural Gas Company (Appli-
cant), P.O. Box 1492, El Paso, Texas
79978, filed in Docket No. CP76-53 an ap-
plication pursuant to Section 7(c) of the
Natural Gas Act, as implemented by Sec-
tIon 157.7(c) of the Regulations there-
under (18 CPR 157.7(c)), for a, certift-
cate of public convenience and necessity
authorizing the construction commenc-
ing October 25, 1975, and operation of
facilities for miscellaneous rearrange-
ments, all as more fully set forth n the
application on file with the Commission
and open to public Inspection.

The stated purpose of this budget-type
application Is to enable Applicant to
act with reasonable dispateh in making
unspecified minor rearrangements of gas
sales and transportation facilities. It is
stated that the proposed rearrange-
ments would not result In any change in
service rendered or the volumes of nat-
ural gas authorized to be sold or deliv-
ered by Applicant. Applicant states that
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the maximum number of facilities that [Docket No. -7561]

It would construct,'rearrange and. oper- HOLYOKE WATER POWER CO., ET AL.
ate under the proposed authorization
woud be 5 measuring and re-ulating sta- Amended Extension of Time
tions with standard appurtenances, in- AUGUST 22, 1975.
cluding tap and -valve assemblies, which In the -matter of Holyoke Water Power
would be removed or installed at various Company, Western Massachusetts Elec-
2ocations on Applicant's interstate sys- tric Company, NeEnglancPower Com-
tern at an estimated cost of typproxi-
nately $100,000, and various sizes of lat- pany.p rOn August 20, 1975, notice was issued

fral, loop or other pipelines ranging in in the above-designated matter extend-
length from a maximum of 5,000 feet of ing the date forMassachusetts, Vermont,4Y-inch pipeline to 2,000 feet of 16- Connecticut and New Hampshire to file
inch pipeline, which would be installed direct temony to August 27, 1975. This
at various points along Applicant's in- notice of August 20, 1975, is hereby
terstate system at an estimated aggre- amended to apply the extension"of the
gate cost of approximately $200,000. Ap- date to file direct testimony in the above
plicant states that the -estimated aggre- matters to all parties.
gate cost of all of the proposed facilities
would not exceed $300,000. KENNETH F. PLUM, -

Applicant states that the construction Secretary.
and operation of the proposed facilities im Doc.75-23308 rued 9-2-75;8'45 am)
for miscellaneous rearrangements would
be made in connection with the sale and
delivery of authorized volumes of natural [Docket No. RP76-3]
gas to an existing distributor customers.

Any person desiring to be heard or to INLAND GAS COMPANY, INC.
make any protest with reference to said Tariff Filing
application should on or before Septem- AUGUST 25,1975.
ber 17, 1975, file with the Federal Power
Commission, Washington, D.C. 20426, a Take notice that on July 31, 1975, The.
petition to intervene or a protest in ac, Inland Gas Company, Inc. (Inland),
cordance with the requirements of the filed in Doclet No. RP76-3 pursuant to
Commision's Rules of Practice and Pro- _Section 4 of the Natural Gas Act its FPC
cedure (18 CFR 1.8 or 1.10) and the Reg- Gas Tariff, Original Volume No. 1, set-
ulations under-the Natural Gas Act (18 tig forth curtailment procedures for de-
CFR 157.10). All protests filed with the liveries of natural gas for direct sale, all
Commission will be considered by it in as more fully set forth in the proposed
determining the appropriate action to -be tariff on file with the Commission and
taken but will not serve to make the pro- open to public inspection.
testants parties to the proceeding. Any By mdtion accompanying the proposed
person wishing to become a party to a, tariff Inland states that said tariff would
proceeding or to participate as a party . have an issue date of July 30, 1975, and
in any hearing therein must file a peti- would become effective-on January 1,
tion to intervene in accordance with the 1976, pending determination of perma-
Commission's Rules. nent curtailment procedures. Inland al-

Take further notice that, pursuant to leges that such proposed procedures are
the authority contained in and subject necessitated by the curtailment of natu-
to the jurisdiction conferred upon the ral gas suppliesby Tennessee Gas Pipe-
Federal Power Commission by Sections 7 line Company, a Division of Tenneco Inc.
and 15 of the Natural Gas Act and the (Tennessee) : Inland states that its con-
Commission's Rules of Practice and Pro- tract demand service agreement with
cedure, a hearing will be held without Tennessee, Its 'major supplier, provides
further notice before the Commission on for delivery of 51,000 Mcf of natural gas
this application if no petition to inter- per day, but that commencing December
vene is filed within the time required i6, 1974, contractual deliveries to In-
herein, if the Commission on its own re- land were curtailed by Tennessee by ap-
view of the matter finds that a grant of proximately 60 percent, to approximately
the certificate is required by the public 20,000 Mcf of natural gas per day. Inland
convenience and necessity. If a petition states that it also has 7,000 Mcf of gas
for leave to intervene is timely filed, or per day available from locally produced
if the Commission on its own motion be- and purchased gas.
lieves that a formal hearing is required, Inland states that approximately 98
further notice of such hearing will be- percent of its total annual sales of gas
duly given. are to 17 of its industrial- customers and

nider the procedure herein p~rovided that- the remainder of the gas is sold
Uthroughout its system to small rural do-

for, unless otherwise advised, it will be mestic and commercial customers. In-
unnecessary for Applicant to appear or land states further-that two of its larger

ibe represented at the hearing. industrial customers account for ap-
proximately 87 -Percent of its annual

KENN~TH F. ~m B total sales. Inland's motion further
Secretary. states that it makes no sales subject to

[M Doc.75-23311.lled 9-2-75;8:45 am]' the jurisdiction of. the Commission.

Inland states that due to the situa-
tion created by the curtailments by Ten-
nessee, it has imposed on its 0 larger
industrial customers with daily contract,
demands in excess of 300 Mcf of gas a
proportional curtailment. Inland further
states that because one of Its major cus-
tomers is not utilizing its full entitle-
ment of gas, there Is presently no cur-
tailment in effect. The motion states
that it expects that no curtailment will
be imposed In either August or Septem-
ber, but that a curtailment not In excess
of 15 percent will be imposed in October
and that a curtailment of approximately
30 percent of entitlements is expected In
November and December. Inland states
that these interim curtailment proce-
dures have been agreed to by the larger
industrial customers through December
31, 1975.

Inland alleges that the proposed cur-
tailment procedures would fully protect
its rural domestic and commercial cus-
tomers by imposing proportionate cur-
tailments on its larger Industrial cus-
tomers with entitlements in excess of
300 Mef of gas per day. It Is stated that
a curtailment plan in strict accordance
with the priorities of service set forth in
Section 2.78 of the Commission's General
Policy and Interpretations (18 C.R 2.78)
would severely adversely Impact one of
Inland's major customers and might
cause a number of Its smaller industrial
customers to cease operations. Inland
states that Its proposed curtailment plan
is not in strict accordance with the end-
use lbriorities that are prescribed In Sec-
tion 2.78 but that its proposed plan would
mitigate or obviate the need for extra-
ordinary relief, which would require In-
land to flow-through such requests into
Tennessee's curtailment proceeding and
would require a formal litigated proceed-
Ing. Inland alleges that Its proposal
would spread the burden of curtailment
on Its nine larger industrial customers
and that the proposed curtailment pro-
cedures are in accord with Commission
Order 467-B and consistent with the
curtailment policy contained therein
particularly under the conditions exist-
ing in its situation.

The proposed tariff provides for over-
run penalties of $10.00 per Mcf and dis-
tribution of the penalties among those
customers which werb unable to receive
gas as a result of the overrums.

Any person desiring 'to be heard or to
make any protest with reference to said
tariff filing should on or before Septem-
ber 15, 1975, file with the Federal Power
Commission, Washington, D.C. 20420, a
petition to intervene or a protest In ac-
cordance with the requirements of the
Commission's Rules of Practice and Pro-
cedure (18 CFR 1.8 or 1.10). All protests
filed with the Commission will be con-
sidered by It in determining the appro-
prIate action to be taken but will not
serve to make the protestants parties
to the proceeding. Any person wisihing
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to become a party to a proceeding or to
participate as a party In any hearing
therein must file a petition to Intervene
in accordance with the Commission's
Rules.

XENErTE F. PLas,
Secretary.

[T Doc.75-233b_3 Fied 9-2-76;8:45 ar]l

[Docket No. ER76-701

INTERSTATE POWER CO.
Proposed Changes in Rates and Charges

AUGUST 26, 1975.
Take notice that on August 13, 1975,

Interstate Power Company (Interstate)
tendered for filing proposed changes to
its FPC Rate Schedule No. 88 for an
increase in Its' transmission service
charges to one of its customers, the
Cooperative Power Association (CPA).
Interstate states that the proposed in-
crease would result in increased revenues
of $418,720, or an increase of 63.3% based
on test year 1974. and that the reason
for the proposed changes Is to offset a
decline 'in overall rate of return due to
increased costs of operation.

Interstate proposes an effective date
of September 15, 1975, and states that
notice of this Ding has been given to
CPA.

Any person desiring to be heard or to
protest said filing should file a petition to
intervene or protest with the Federal
Power Commission, 825 North Capitol
Street, N.E., Washington, D.C. 20426,'in
accordance with Sections 1.8 and 1.10 of
the Commission's Rules of Practice and
Procedure (18 CFR 1.8, 1.10). All such
petitions or protests should be ied on
or before September 8, 1975. Protests will
be considered by the Commission in de-
termining the appropriate action to be
taken, but will not serve to make protes-
tants parties to the proceeding. Any per-
son wishing to become a party must file
a petition to intervene. Copies of this
filing are on ie with Commission and
are available for public inspection.

ENNETH 1. PLUM,
Secretary.

[I Doc.75-23312 Filed 9-2-75;8:45 aml

[Docket No. MJ6--781

MID-CONTINENT AREA POWER POOL
AGREEMENT

Filing of Amendment to Agreement
AUGUST 26,1975.

Take notice that on August 18, 1975,
Northern States Power Company (Min-
nesota) (Northern States), as filing
agent for the Mid-Continent Area Power
Pool (MAPP) Agreement, tendered for
filing a proposed amendment to the
MAPP Agreement. Northern States states
that the proposed amendment revises
certain provisions of the agreement re-
lating to voting on amendments.

Any person desiring to be heard or to
protest said filing- should file a petition
to intervene or protest with the Federal
Power Commission. 825 North Capitol

-Street, N.E., Washington, D.C. 20426, In

accordance with Sections 1.8 and 1.10 of
the Commission's Rules of Practice and
Procedure (18 CFR 1.8, 1.10). All such
Petitions or protests should be filed on or
before September 12, 1975. Protests will
be considered by the Commission In de-
termining the appropriate action'to be
taken, but will not serve to make pro-
testants parties to the proceeding. Any
person wishing to become a party must
ie a petition to intervene. Copies of this

filing are on file with the Commission
and are available for public inspection.

KENNETH F. PLUM.
Secretary.

[571 Doc.75-23313 FIlcd 0-2-75;8:45 aml

[Dockot No. RP7-AI

NATIONAL FUEL GAS SUPPLY CORP.
Proposed Changes In FPC Gas Tariff

AuavsT 25, 1975.
Take notice that National Fuel Gas

Supply Corporation, on August 15. 1975.
tendered for filing proposed changes in
Its FPC Gas Tariff, Original Volume No.
1. The proposed changes would increase
revenues from jurisdictional sales and
service by $12,484,000 based on the 12
month period ending December 31, 1975,
as adjusted.

National states that the increased
rates are required to recoup increased
costs incurred in operating and main-
taining Its system, including, but not
limited to, increased cost of capital. in-
creased depreciation due to increases in
depreciation rates, and increased wages,
taxes and other operation and mainte-
nance expenses. The rates proposed re-
flect an overall rate of return of 10.2%.
The fing also reflects a continuing de-
cline in National's gas supply with a con-
sequent reduction in annual Bales vol-
umes. Further, National states that the
proposed rates do not include the appro-
priate surcharge as provided by Its pur-
chased gas adjustment clause, At such
time as the increased rates are to become
effective National will make the appro-
priate fing to reflect the applicable sur-
charge adjustment in effect at that time.

National states that It has included
in this filing costs applicable to facilities
to be acquired from The Sylvania Cor-
poration pursuant to the proposed merg-
er of Sylvania and National which is
the subject of Docket No. CP75-344. Na-
tionsl further states that if a certificate
of public convenience and necessity in
Docket No. CP75-344 Is not Issued prior
to the expiration of the suspension pe-
riod in this proceeding, It will file revised
tariff sheets reflecting the elimination of
costs applicable to Sylvania.

National states that copies of this ill-
Ing were served upon the company's
jurisdictional customers and the regula-
tory commissions of the States of New
York, Ohio and Pennsylvania.

Any person desiring to be heard or to
protest said filing should file a petition to
intervene or protest with the Federal
Power Commission, 825 North Capitol
Street, N.E., Washington, D.C. 20426, in
accordance with Sections 1.8 and 1.10 of
the Commission's Rules of Practice and

Procedure (18 CFR 1.8. 1.10). All such
petitions or protests should be ied on
or before September 9, 1975. Protests will
ba consldied by the Commission in de-
termining the appropriate action to be
taken, but will not serve to make pro-
testants parties to the proceeding. Any
person wishing to become a party must
file a petition to Intervene. Copies of this
filing are on file with the Commission
and are available for public inspection.

KaiENN= F. PLUMM,
Secretary.

[FR Doc.S-23324 Filed 0-2-75;8:45 am]

[Docket No. ER7-731
NIAGARA MOHAWK POWER CORP.

Tarif'Filing
AuGusT 25, 1975.

Take notice that Niagara Mohawk
Power Corporation, on August 14, 1975,
tendered for filing as a rate schedule, a
transmission agreement between Ni-
agara Mohawk Power Corporation and
Orange and Rockland Utilities, Inc.,
dated February 14, 1975.

The service to be rendered by Niagara
Mohawk Power 'Corporation (Niagara)
provides for the transmission of power
and energy between (a) Niagara's trans-
maLssion connection to the Power Author-
ity of the State of New York (PASNY)
Fitzpatrtck-Edlc No. 1, 345 Kv trans-
mission line and (b) Niagara's trans-
mission connection with Niagara's Leeds
345 Kv Substation.

According to Niagara, transmitsson
capacity to be made available to Orange
and Rockland Utilities, -Inc. (Rockland)
will be that which Is scheduled as unsup-
ported firm power for Rockland by
PASNY in accordance with the James A.
Fitzpatrick Nuclear Power Plant (Fitz-
patrick) contracts and agreements in
effect between PASNY and Rockland

Niagara states copies of this fllingwere
served upon the following:
Orange and Rockland Utilities, Inc., 75 West

Route 59, Spring Valley, NY 10977.
Niagara requests the agreement be-

come effective as of July 28, 1975.
Any person desiring to be heard or to

protest said filing should file a- peti-
tion to Intervene or protest with the
Federal Power Commison, 825 North
Capital Street NE., Washington, D.C.
20426. in accordance with Section 1.8
and 1.10 of the Commission's Rules of
Practice and Procedure (18 CFI1. 1.8,
1.10). All such petitions or protests
should be filed on or before September 8,
1975. Protests will be considered by the
Commission In determining the appro-
priate action to be taken, but will not
serve to make protestants parties to the
proceeding. Any Person wishing to be-
come a party must file a petition to in-
tervene. Copies of this filing are on file
with the Commission and are available
for public Inspection.

Secretary.
[FIIDoO.76-23325 Filed 9-2-75; 8:45 aml
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, IDocket No. CP76-521
NORTHERN NATURAL GAS CO.

Application'
AuGUST 26, 1975.

Take notice that on August ii; 1975,
Northern Natural Gas Company (Appli-
cant), 2223 Dodge Street, Omaha, Ne-
braska 68102, led inDocket No. CP76-52
an application pursuant to Section 7(c)
of the Natural Gas Act for a certificate of
public convenience and necessity author-
izing the transportation of vaporized li-
quefied natural gas (LNG) for its Peoples
Natural Gas Division (Peoples) and the
construction and operation of certain in-
terconnection facilities, all as more fully
set forth in the application on file with
the Commission and open to public in-
spection.

Applicant states -that Peoples Is plan-
ning to construct a 1,5 million Mcf equlv-
alentLNG plant with a 50,000 Mef per
dy send out approximately 4 miles south
of Applicant's Ventura Compressor Sta-
tion in Hancock County, Iowa. It is stated
that the facility would be used for peak
shaving during the heating season. Ap-
plicant further states that Peoples has
requested that Applicant provide the fa-
cilities required for delivery, of the nat-
ural gas volumes t0 the plant for the liq-
uefaction and storage and for redeliv-
ery of vaporized LNG volumes to Appli-
cant for transportation for Peoples.

Applicant states that-by an agreement
between itself and Peoples dated July 2,
1975, it has agreed to deliver upon the
request of Peoples, during the period of
March 27 through October 26 of each
year 4summer season) up to 15,000 Mcf
of summer maximum -daily volume to
Peoples' Ventura LNG facility for lique-
faction and storage. It is further stated
that on days not within the summer
season, Peoples may request, and sub-
ject to the approval of Applicant, hive
gas delivered to Its Ventura LNG Plant
under the same terms and conditions as
gas delivered during the summer season.

Applicant states that under the agree-
ment, Peoples would designate volumes
to be delivered by Applicant -to the Ven-
tura LNG Plant-during the next 24 hour
period. Such deliveries on any given day
would not be in excess of those that could
otherwise be delivered to Peoples within
its total authorized entitlement for such
day, by individual billing group.

Applicant states that, the volumes of
natural gas diverted to the Ventura LNG
Plant are to be considered remote deliv-
eries to the billing group from which
the gas was diverted and would be con-
sidered to be the first volume delivered to
each billing group. The commodity charge
per Mcf would be that which would have
been charged for the billing group froin
which the gas was diverted, pursuant to
the appropriate CD-I -rate schedule then
in effect.

Applicant states that it would accept
and transport by displacement t9 thfe
designated billing groups vaporized LNG
at a daily rate of up to 50,000 Mcf.of win-
ter maximum daily volume during the
period of October 27 through March 26

- (winter season). Ifis stated that on each
day of the winter season, Peoples would
designate the voluneof vaporized LNG It
would inject into Applicant's system,
by volume and bflling'.group; and such
volumes would not exceed the winter
maximum daily volume for, the billing
group. Winter 'season volumes delivered
on any day would be considered the first
volumes delivered to the billing group on
that'day.'
-It istated that~eoples -would pay Ap-

plicant a demand charge which would
be determined by applying the summer
or winter seasonal demand rate set forth
below to the appropriate maximum daily
volumes. Peoples would also pay a com-
modity charge which -would be deter-
mined by applying the appropriate sum-
mer or winter commodity rate set forth
below to the suiimer 'or -winter season
transport volumes as determined under
the terms of the Agreement.

I. Commodity charge per Mcf:
A. Summer (April-October):
Rates to Ventura from Group:

cents
per MCI

A----- -L -------- ; ----------------- 3.47
B --------------- I ------------------ 0.56
C -------------------------- '--- 0.69

B. Winter (November-March) Rates
from Ventura to Group:

Cents
per cf.A------------ ----------------- 0.36

B ---------------------------------- 3.46
-C 7 ................ -----------. 0.60

D.-------...------------. 2.91
---- -_ ------ . .. . 2.15

II. Seasonal.Demand charge/Mcf:
A. Summer-$3.582Xsummer maxi-

mum daily volume. -

B. Winter-$4.524XWMDV winter
maximum daily volume.

31. The penalty charge for unauthor-
ized summer volumes delivered to Ven-
tura from any billing group is $2.00 peX
Mcf. -
" Applicant states that it would require
biping, valves and a meter station in
Hancock County, Iowa, to implement the
proposed service. The estimated cost of
the proposed facilities is stated to be
$210,000, and it is further stated that
Peoples would reimburse Applicant for

-the total actual cost.
It 'is stated that all volumes of ga

transported under the proposed service
would be resold by Peoples only to small
volume firm customers.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before Septem-
ber 18, 1975, file with the Federal Power
Commission, Washington, D.C. 20426, a
petition to intervene or a protest in ac-
cordance with the requirements of the
Commission's Rules of Practice and Pro-
cedure (18 CPR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in determining -thbe appropriate action
to be takdn but will not serve to make
the protestants parties to the proceed-

ing. Any person wishing to become a
party to 'a proceeding or to partclpate
a a party in any hearing therein must
file a petition to intervene in accordance
with the Commission's Rules.

Take further notice that, pursuant to
the buthorify contained In and subject
to' the jurisdiction conferred upon the
Federal Power Commission by Sections 7
and 15 of the Natural Gas Act and the
Commission's Rules of Practice and Pro-
cedure, a hearing will be held without
further notice before.the Commission on
this application if no petition to Inter-
vene is filed within the time required
herein, If the Commission on Its own
review of the matter finds that a grant
of the certificate is required by the pub-

'lic convenience and necessity. If a peti-
tion for leave to intervene is timely filed,
or if the Commission on Its own motion
believes that a formal hearing, Is re-
quired, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, It will be
unnecessary for Applicant to appear o'
be represented at the hearing,

Krinsra F. PLuMB,
Secretary,

iFU Doc,75-23314 Fled 0 -2-7650:45 a

[Docket No. 0P7-47]
NORTHERN NATURAL GAS CO.

Application

Avasr25,1975.
Take notice that- on August 8, 1975,

Northern Natural Gas Company (Appli-
cant), 2223 Dodge Street, Omaha, Ne-
braska 68102, filed In Docket No. CP76-
47 an application pursuant to Section
7(c) of the Natural Gas Act for a cer-
tificate of public convenience and neces-
sity authorizing the construction and
operation of a 1,080 horsepower compres-
sor unit and appurtenant facilities in
Winkler County, Texas, all as more fully
set forth In the application on file with
the Comnission and open to public In-
spection.

Applicant states that part of Its pro-
duction volumes from Lea County, New
Mexico, are produced into Applicant's
16-inch pipeline between Hobbs, New
Mexico, Station and Treating Plant, and
the Kermit, Texas, Compressor Station,
Applicant states further that the Xer-
mit Station consists of one 9,300 horse-
power turbine compressor unit which
discharges into Applicant's Kermlt-to-
Beaver line. Applicant alleges that with
the existing 9,300 h.p. compressor unit
operating fully loaded certain of Appli-
cant's downstream facilities are not be-
Ing fully utilized in terms of available
horsepower.

Applicant requests authorization to
construct and operate a 1,080 h.p. com-
pressor unit at Its Kermit Station in ad-
dition to the existing facilities. Appli-
cant states that under current operatind
conditions, with the Kermit Station fully
loaded, the Seminole Texaco Compressor
Station (Seminole Station) Is utilizing
only 77 percent of available horsepower
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and Brownfield, Texas Compressor Sta-
tion (Brownfield Station) is utilizing
only -49 percent of available horsepower.

Applicant states that by installing the
proposed compressor facilities under the
following conditions existing facilities
would operate more efficiently, a saving
in compressor fuel would bexealized, and
system flexibility would be augmented:

W With the -line to Plains leasuring
Station operating at normal volume lev-
els from Hobbs Station, the xemaning
-volumes would move south into the suc-
tion of the proposed 1,080 HP turbine
compressor. Under this condition the ex-
isting unit would be bypassed; the new
unit would be utilizing 97 percent of
available horsepower; Seminole Station
;would utilize 100 percent of its available
horsepower and Brownfleld Station 99
percent). Requirements for compressor
fuel at these three stations are estimated
to be 5230 Mcf per day.

(2) Operation of the additional com-
pressdr- facilities proposed herein along
with the existing compressor at Kermit
Station would also allow Northern to in-
crease the flows south to Kermit and In
the Kermit to Beaver line by 16,200 MCP
per day -during peaking periods or when
volumes flows to Plains Measuring Sta-
tion are depressed. This would allow ap-
plicants to more nearly optimize produc-
ion in Lea County. Under these condi--
tions both the proposed 1,080'HP turbine
compressor and the existing 9,300 HIP
-umit would be fully utilized. Require-
pients for compressor fuel through
Brownfield Station would be approxi-
mately 6030 Mcf per day.

It is stated that by comparisons under
present operating conditions when the
-existing 9,300 HP turbine compressor
unit is fully loaded, compressor fuel re-
quirements through Brownfield Station
are approximately 6040 Mcf per day.
However, under the first stated-, condi-
tion efficient use of downstream com-
pressor facilities would be attained and
daily compressor fuel requirements
would be reduced -by -approximately 810
Mcf; and, under the second stated con-
dition additional flexibility-in the Per-
mian West Leg would be obtained while
daily compressor fuel requirements
would be reduced.

The estimated cost of the proposed
facilities is approximately $522,000 and
with respect to the financing of the pro-
posed facilities Applicant incorporates
by reference its balance sheet and in-

--come statement as contained in its FFC
Form No. 2 Report on-file with the Com-
mission.

Any person desiring to be heard or
to make any protest with reference to
said application should on or before Sep-
-tember 17, 1975, file with the Federal

- Power Commission, Washington, D.C.
-20426, a petition to intervene or a pro-
test in accordance with the require-
ments of' the Commission's Rules of
.Practice and Procedure (18 CFR 1.8 or
1.1-0) -and the Regulations under the
Natural Gas Act (18 CFR 157,10). All
protests _fled with the Commission will
be -considered by it in determining the
appropriate action to be taken but will

not serve to miake the protestants parties
to the proceeding. Any person wishing to
become a party to a proceedling or to
participate as a party In any hearing
-therein must file a petition to intervene
in accordance with the Commi -on's
Rules.

Take further notice that, pursuant to
the authority contained in and subJect
to the jurisdiction conferred upon the
Federal Power Commission by Sections
7 and 15 of the Natural Gas Act and the
Commi sion's Rules of Practice and Pro-
cedure, a ligarlng will be held without
furthernotice before the Commission on
this application if no petition to inter-
vene is filed within the time required
herein, if the Commis ion on its own re-

-view of the matter finds that a grant of
the -certiflcate is required by the public
convenience and necessity. If a petition
for leave to Intervene Is timely filed, or
if the Commission on its own motion be-
lieves that a formal hearing is required,
further notice of such hearing will be
duly given.

Under the procedure herein provided
for, unless otherwise advised, It will be
unnecessary for Applicant to appear or
be represented at the hearinig.

XM;n=.Vr . PLMLI,
Secretary.

-1PR Doc,75-23328 Filed 9-2-75;8:45 am]

[Docket Vo. 1IP74-102 (Volumetric Limita-
tlons)j

NORTHERN NATURAL GAS CO.
Extension of Procedural Dates

AUGuST 25, 1975.
On August 22, 1975, Northern Natural

Gas Company filed a motion to extend
procedural dates set by order issued July
7, 1975, in the above-designated matter.
On August 20, 1975, an order was Issued
clarifying the testimony required by the
order of August 7, 1975.

Upon consideration, notice Is hereby
given that the procedural dates In the
above matter are modified as follows:

Service of Dlrecb Testimony by INorthern
Natural Gas Company, September 20. 1975.

Hearing, October 15, 1975 £10 nm: e.d.t.).

K z.srn P. PLUm,
Secretary.

IFr Doc.75-23327 Piled 9-2-75;8:45 =1J

-Dockot No. R173-74
DWIGHT S. RAMSAY

Withdrawal
AuausT 26, 1975.

On August 7, 1975, Dwight S. Ramsay
filed a request to withdraw the petition
for special relief filed on December 9,
1974, in the above-designated matter.

Notice is hereby given that pursuant
to § 1.11(d) of the Commsion's Rules
of Practice and Procedure, the with-
-drawal of the above petition shall become
effective on September 8, 1975.

Ksuiran F. PLU=i,
Secretary.

I[R Doc.75-23314 Piled 9-2-75;8:45 tum]

[Docket No. CI75-7441
RHONDA OPERATING CO.

Writhdrawal
Aums 26,1975.

On August 18, 1975, Rhonda Operat-
ing Company filed a request for with-
drawal of its application for certificate
of public convenience and necessity, filed
June 5, 1975, in the above-designated
docket.

Notice is hereby given that pursuant
to Section 1.11(d) of the Commissions
Rules and Regulations, the withdrawal
of the above applicaftons shall become
effective on September 15,1975.

K=MrsH F. PLuZM,
Secretary.

IFR Dac.75-23316 Filed 9-2-75;3:45 am]

[Docet ITo. E93531
SUPERIOR WATER, LIGHTAND POWER CO.

Extension of Date of Hearing
AuausT 25,1975.

On August 18, 1975, Staff Counsel filed
a motion to extend the date of hearing
as fixed by order issued August 30, 1974,
as most recently modified by notice is-
sued July 25, 1975, in the above-desig-
nated matter.

Upon consideration, ndtice is hereby
given that the date of hearing in the
above matter Is extended from August26,
1975 to September 29,1975.

Secretary.
I'R Dfac.75-23329 Fled 9-2-75;8:45 =ml

[Doc-'et No. Cr'7s-551
TRANSCONTINENTAL GAS PIPE LINE

CORP.
Application

.auusr 26, 1975.
Take notice that on Augutf 14, 1975,

Transcontinental Gas Pipe Line Corpo-
ration (Applicant), P.O. Box 1396, Hous-
ton, Texas 77001, filed in Docket No.
CP71-55 an application pursuant to Sec-
tion 7(c) of the Natural Gas Act, as Im-
plemented by Section 157.7(b) of the
Regulations thereunder -(18 CFR 157.7
(b)), f6r a certificate of public conven-
ience and necessity authorizing the con-
structlon during a twelve-month period
commencing August 12, 1975, and the
operation of certain natural gas purchase
facilities, all as more fully set forth in
the application on file with the Commis-
sion and open to public Inspection.

Applicant states that the purpose of
'this budget-type application is to aug-
ment its ability to act with reasonable
-dispatch in contracting for and connect-
Ing to Its pipeline system supplies of nat-
-ural gas which may become available to
It from various producing areas generally
coextensive with Its pipeline system or
the systems of other pipeline companies
which may be authorized to transport
gas for or exchange gas with Applicant
and in continuing the purchase and re-
ceipt of gas supplies which are already
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connected to its system. The subject fa-
culties would also be used to connect
natural gas authorized to be sold to other
pipeline companies.

The total cost of the proposed facilities
would not be in excess of $12,000,000.
The total cost of an onshore project
would not be in excess of $1,500,000 and
the total cost of an offshore project would
not be in excess of $2,500,000.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before Septem-
ber 19, 1975, file with the Federal Power
Commission, Washington, D.C. 20426, a
petition to intervene or a protest in ac-
cordance with the requirements of the
Commission's Rules of Practice and Pro-
cedure (18 CFR 1.8 or 1.10) and the Reg-
ulations under the Natural Gas Act (18
CFI. 157.10). All protests filed with the
Commission will be considered by it in
determining the appropriate action to
be taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.

,Take further notice that, pursuant to
the authority contained in and subject
to the jurisdiction conferred upon the
Federal Power Commission by Sections
7 and 15 of the Natural Gas Act and the
Commission's Rules of Practice and Pro-
cedure, a hearing will be held without
further notice before the Commission
on this application if no petition to inter-
vene is filed within the time required
herein, if the Comfhission on its own re-
view of the matter finds that a grant of
the certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or
if the Commission on its own motion
believes that a formal hearing is re-
quired, further notice of such hearing
will be duly given.I Under the procedure herein provided
for, unless otherwise advised, it will, be
unnecessary for Applicant to appear or
be represented at the-hearing.

KENNETM F. PLUMB,
Secretary.

[FR Doe.75-23317 Flied 9-2-75;8:45 am]

[Docket No. CP76-49]
TRANSCONTINENTAL GAS PIPE LINE

CORP. "
Application

AUGUST 25, 1975.
Take .notice that on August 8, 1975,

Transcontinental Gas Pipe Line Corpo-
ration (Applicant), P.O. Box 1396, Hous-
ton, Texas 77001, filed in Docket No.
CP76-49 an application pursuant to Sec-
tion 7(c) of the Natural Gas Act for a
certificate of public convenience and
necessity authorizing the rendition of a
temporary storage service to its cus-
tomers, all as more fully set forth in the
application on file with the Commission
and open to public inspection.

Applicant states that it has arranged
with Mid Louisiana Gas Company (Mid

NOTICES

Louisiana) to obtain approximately 2
million Mof of storage capacity, plus an
additional 500,000 Mef of storage capac-
ity if available in Mid Louisiana's
Hester Storage Field, St. James Parish,
Louisiana, pursuant to an agreement be-
twien Applicant and Mid Louisiana
dated July 30, 1975. The proposed storage
service would be available to Applicant
for the period of August 1, 1975, through
July 31, 1976, with Injections of gas into
storage primarily in the period of Au-
gust 1, 1975, through October 31, 1975,
and withdrawals primarily during the
period of April 1, 1976, through July 31,
1976. Applicant states that the injections
and withdrawali would be accomplished
at the existing point of interconnection
between Applicant and Mid Louisiana
downstream of Applicant's Compressor
Station No. 63 in St. James Parish, or at
any other mutually acceptable point
where -exchange between them is au-
thorized, subject to certain daily volu-
metric limitations contained in the
agreement of July 30, 1975.

Applicant states that the temporary
storage service would be rendered to its
customers at a rate of 29.0 cents per
Mcf of gas at 15.025 psia delivered to and
received from Mid Louisiana, the same
rate which Applicant would" pay Mid
Louisiana for the service. Applicant fur-
ther states that no new sale of gas is
prop6sed and that the volumes stored for
Applicant's customers would be nomi-
nated out of their entitlements under
Rate Schedules CD or OG.

Applicant states that the customers
desiring the proposed service are as
follows:

Applicant states that the customers
desiring the proposed service are as
follows:

Storage volume
Customer: (Mcf at 14.7 lb/infa)

The Brooklyn Union. Gas Co__ 782,611
Consolidated Edison Co. of Now

York, Inc ---------------- 684,822
Long Island Lighting Co ------- 195, 680
North Carolina Natural Gas
Corp --------------------- 88,128

Piedmont Natural Gas Co. Inc. .127,068
Public Service Co. of North

Carolina, In-o-............. 117,406
UGI Corp ------------------- 9,369
United Cities Gas Co.--Georgia

Division ------------------ 19,617
United Cities Gas Co.-North

and South Carolina Division. 19, 617

Total ---------------- 2,044,218

Applicant states that no additional
facilities are required for the proposed
service. Applicant states that its Wash-
ington Storage Field is presently under
development through the use of tempo-
rary compression and that during the
summer of 1976, after the installation of
permanent compression, substantially
greater injection volumes will be re-
quired than are being injected this sum-
mer. It is said that the temporary hus-
banding program proposed in the instant
application would permit customers ef-
fectively to carry over volumes from
this summer to next thereby increasing
their ability to inject volumes into the
Washington Storage Field next summer
and thus improving their ability to serve

high priority markets commencing In the
1976-77 winter season.

An r person desiring to be heard or to
make any protest with reference to said
application should on or before Septem-
ber 15, 1975, file with the Federal Power
Commission, Washington, D.C. 20420, a
petition to Intervene or a protest in ac-
cordance with the requirements of the
Commission's Rules of Practice and Pro-
cedure (18 CFR 1.8 or 1.10) and the Reg-
ulations under the Natural Gas Act (18
CFR 157.10). All protests filed with the
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve to make the pro-
testants parties to the proceeding. Any
person wishing to become a party to a
proceeding or to participate as a party
in any hearing therein must file a peti-
tion to intervene in accordahce with the
Commission's Rules.

Take further notice that, pursuant to
the authority contained in and subject
to the Jurisdiction conferred upon the
Federal Power Commission by Sections
7 and 15 of the Natural Gas Act and, the
Commission's Rules of Practice and Pro-
cedure, a hearing will be held without
further notice before the Commission on
this application if no petition to inter-
vene Is filed within the time required
herein, if the Commission on its own re-
view of the matter finds that a grant of
the certificate Is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or
If the Commission on Its own motion be-
lievei that a formal hearing Is required,
further notice of such hearing will be
duly given.

Under the procedure herein provided
for, unless otherwise advised, It will be
unnecessary for Applicant to appear or
be represented at the hearing.

KEmrEz"r V. PLUMB,
SecretarV.

[FR Doc.75-23330 Filed 9-2-I5;8:45 aml

[Docket Nos. RP1l-29, ot al.]

UNITED GAS PIPE LINE CO.
Proposed Settlement

Auausr 25, 1975,
Take notice that on August 14, 1075,

the Administrative Law Judge In the pro-
ceeding in Docket Nos. RP71-29, et al,
certified a proposed settlement to the
Commission for action. The said pro-
ceeding Is being conducted for the pur.
pose of developing a plan to curtail the
service rendered by United Gas Pipe Line
Company (United) to Its customers. The
proposed settlement was submitted by
United and it constitutes a scheme of al-
location of United's services during the
period of November 1, 1975 through Oc-
tober 31, 1976. The scheme of allocation
is a departure from United's service obli-
gations under the currently effective in-
terim agreement, which departure is ne-
cessitated by a foreseeable decrease In
the supply of natural gas that will be
available to United during the period
mentioned,

FEDERAL REGISTER, VOL. 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975



NOTICES

PROcranIGS

The proposed settlement-resulted from
-proceedings held pursuant to a Federal
Power Commission. order issued on
Marct7, 1975 under-Docketfo. RP71-29.
'The'March '7 order denied a motion for
immediate modification of the emisting
:curtailment plan and directed that fur-
ther hearings in these proceedings be
conducted in two Phases. Phase I was to
be convened immediately for the purpose
of determining, in advance of the 1975-
76 winter , heating season, whether
United's currently-effective interim cur-
tailment program should either (1) re-
main in effect pending.Iormulation of a

-permanent plan, or (2) be modified by
the Commission pursuant to Section 5(a)
of the Natural Gas Act. The March 7
order also provided for a-later Phase II
hearing for the purpose of formulating
a permanent curtailment plan for im-
plementation on Tnited's system. By an
"'Order on Rehearing" Issued a.y 2,
1975, the Commission ordered 'that a
Pl'ase I be added to the proceedings to
consider matters pertaining to Section
12.3 of 7United's proposed tariff dealing
with United's contractual liability filed
on March 3, 1975 in Docket No. RP75-'7IV

The Phase.1 hearing .was convened on
May'20, 1975 .and Tecessed -pon 2pplica-
lion -of the combined parties lor -et tle-
ment conferences. Informed on May 30,
1975 that -iuanimous agreement upon a
settlement in connection -with an interim
curtailment plan appeared unlikely but
that further negotiations conducted si-
multaneously -with the taking of testi-
mony in connection therewith might
eventually prove fruitful, the ihearing on
Phase I, as previously directed by the
Presiding Administrative Law Judge,
commenced on Jne ;2, 1975 and. con- -
tinued -with xshort interim Tecesses
through June '24, -1975. A further settle-
men 'conference -was convened .on June
30, 9175 adnn 1lyl,4975 the'Pxesiding
Aministr ive Law Judge was advised
by counsel for United that the majority
of the parties hadTeached agreement on
modifilations to the -thee-category pro-
gram as a settlement of the lissues in
PhaseML

Further hearing in connection with
Phase I was thereupon suspended and
the isiding .Aminis trative-Lawindge,
on xequest -of the parties, directed that
a bearing be convened on July 22, 1975
at which time -testimony would-be wre-
sented in .supiort of, and in opposition
to, -United's -roposed settlement, to-
gether with Proposed yariations thereto
and any Alternate proposals -which any
of the dissenting parties might wish -to
present. The hearing on the :proposed
settlement !nd variations thereto pro-

l- ocket No. RP75-71 was consolidated with
PT1-29 by Commission order -dated Aprl 2,

1915. -

-2 An 4atewate ,settement -proposal pre-
sented IyAlUed'Chemical Alorporatiox6,-etul.
tbrough the prepared estmon -of Mr. M. A.
Ramfsombased en the Issue 6f "new and-en-
la-ec servica" srs sticken Trom Uhxeeord
by the Treslding Administretive Law 7udze
"on motbulby inIted Inasmuch -as the issue

ceeded as scheduled and was concluded
on August 4, 1975'

The settlement proposal-andthe tran-
script of the hearing in connection with
Phase I were certifled to the Commission
by the Administrative Law Judge-on Au-
gust 14, 1975 pursuant to Section L18(e)
of the .Rules ,of Practice and Procedure.
The Judge's certification ztated that
"United's settlement proposl, concurred
in by a substantial majority of the par-
ties, constitutes the 'ameliorating' plan
for the coming winter heating season."

HIHIGHT OF -SETTrm!E PUUTs

Under the proposed -settlement plan.
the currently-effective interim three-
category curtailment program would
continue In effect subject to the follow-
ing modifications:

(1) The curtailment allocations of
United's customers shall be determined
using the new end-use data which has
been collected pursuant to the directives
of -the Commission in Opinion Nos. 047
and ,647-A. Alpendix A of the proposed
plan contains an impact -study showing
estimated curtailments and deliveries
under the proposed plan.

(2) The .3000 fef per day Category
rIn-cut-off will be continuedlor the pro-
tection of industrial-customers.However,
any curtailments below that level shall
be effectuated on-apro zatabas sin three
successivesteps, to 1,500, 300, and .0 Mcf
per day.

(3) Industrial feedstock requirements
of United's city gate ,customers shall be
reclassified from -Category 321 to Cgte-
gory MI. Only two city gate customers
have reported such requirements.

(4) United's pro rata share of the in-
dustrial feedstock requirements reported
by its seven pilieline customers shall also
bexeclassifledfromCategoryIIr to Cate-
gory II -except that -no such -deliveries
shall be nade when United must iurtfl
below-the 300 MCf Category I step men-
tioned in paragraph 2 above.

(5) Industrial proces gas -equire-
ments shall be protected to the extent of
3,000 Mcfper day whlch 4halotbe cur-
tailed until all other.CategoryMlrrqulre-
ments-have been curtailed to the,300 Mc
step mentioned in paragraph 2 above.

6) Industrial -customers-may a3etition
the -Commission for a reclassification of
their process 1gas reQuirements from
Category III toCateory:[,Sucha peti-
tion must specify why the processgas :in
question cannot be (a) converted tosolid
or liquidluels-or (b) atisfied through the
use -of supplemental ras supplies.. The
Commission may -act on such petitions
either with or withouta formal hearing.
The process .gas requirements of five
namedlirect-ndustrlal customers will be
so reclassifled:hased mntestimony already
Sprovided in the Phase I hearing.

,(7) City gate -customers of -United
served through multiple delivery points
shall ,be given a single base requirement
for each of the twoseasons reflected:in
Appendix A ,of the proposaL Pxovided,

of '!now andenlarged er=ice" ubt.d1rously
been stated by the Con mlmsLn to ba .mora
appropriate for ,conslderation in'haeo'H.

however -(a) that the establishment of
such single base requirements shall not
affect existing-transportation agreements
between United and such customers- or.
the Madmum Daily Delivery Obligation
provisions contained in their individual
service agreements with United, and (b)
thatsaid city gate customers shall be re-
quired, on .a daily basis, to lirit their
industrial sales based on -gas supplies
from United to their aggregateindustrial
allocations.

The proposed settlement is premised
on the belief that United vil not have to
curtail below the 1,500 ,.cf.Category M
step. However, extremely cold weather
could necessitate curtailment to or belov
the 300 c! Category II step. If curtail-
ment below the 300 i'cf step cannot, be
avoided by means of storage withdrawals,
the plan directs United to use its best
efforts to obtain from Its Pipeline cus-
tomers, on a voluntary basis subject to
prompt repayment, the volumes of gas
required to avoid such curtailment.

If the settlement Is approved, United
would be required to file vithin ten days
revised tariff heets to implement its pro-
posal. copies of which constitute Appen-
dix B -to the settlement propo.al- United
would also be required to Ml;by April 1,
1976 revised tarff sheets and an im-
pact study zetting -forth Unilted's pro-
posed curtailment program for the vin-
ter 1976-77 and summer 1977 seasons.
This would facilitate efforts toward a
subsequent settlement in the event that
Phase II of the proceeding is not com-
pleted prior to the 1976-77 zinterseason.

Fr.G or Cozn=rrrs
Any person, including the parties to

this proceeding, desiring toffle comments
either In support of or in opposition to
the Proposed settlementsboUldfile -such
comments on or before September 9,1975*
Copies of such comments will be-avail-
able In the Office of P'ubic. Information
of -the "ederal 7rower Commission. Re-
pliesto the initial commentsmaybe filed
and -i be accepted on or beiore Sep-
tember 23, 2975.

-Secretarj.
[1R -DoC.rj--23331lled,9-2-5;8:45 am]

IIflOcetio. E- D14 '(PiuL-e Ill]
•VIRGINIA ELECTRIC AND POWER CO.
JAurthenExtension of-Procedural Dates

'Aw car 26,1975.
-On August 14, 1975, Virginia Miectrie

andPower Compalyfiled amotlon o ex-
tend the -procedural dates'flxedby order
issued January22, 1975asmiostreently
modified by motice issued uly 9r, -197,5, in
the above-designated-matte .'The motion
states that the parties have beenmnotifled
andlhavenoobjection.

-1Upon consideration, motice -is hereby
glven that the 3rocedural dates for al
parties in Ihe abovenatterare modified
as follows:

Service of Jntervenicr ostlnony,.-October
2,1- 15.
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Service of Company Rebuttal, October 16,
1975.

Hearing, December 16, 1975 (10 a.m. es.t.).
By direction of the Commission.

KENNErR F. PLUM,
Secretary.

[FR Doc.75-23318 Filed 9-2-6;8:45 am]

FEDERAL RESERVE SYSTEM
COMMERCIAL STATE AGENCY, INC.

Order Approving Formation of a Bank Hold-
ing Company and Retention of Insurance
Agency Activities
Commercial State Agency, Inc., Ho-

kah, Minnesota, ("Applicant"), has ap-
plied for the System's approval under
section 3(a) (1) of the Bank Holding
Company Act (12 U.S.C. 1842(a) (1)) to
become a bank holding company through
acquisition of 81% or more of the voting
shares of Commercial State Bank of Ho-
kah. Hokah, Minnesota ("Bank"). The
factors that are considered in acting on
the application are set forth in section
3cc) of the Act (12 U.S.C. 1842(c)).

Applicant has also applied, pursuant to
section 4(c) (8) of the Act (12 U.S.C. 1842
0c) (8)) and section 225.4(b) (2) of the
Board's Regulation Y, for permission to
retain its general insurance agency ac-
tivities. Applicant engages in the activi-
ties of a general insurance agency on
Bank premises in Hokah, Minnesota,
which has a population of less than 5,000
people. Such activities have been deter-
mined by the Board in section 225.4(a)
(9) (iii) of Regulation Y as permissible
for bank holding companies, subject to
Board approval of individual proposals
in accordance with the procedures of
section 225.4(b).,

Notice of the application affording
opportunity for Interested persons to
submit comments and views has bebn
given in accordance with sections 3 and
4 of the Act (40 FR, p. 30868). The time
for filing comments and views has ex-
,pixed, and none have been received.

Applicant, a Minnesota corporation,
was organized in April 1974 for the pur-
pose of becoming a bank holding com-
pany. Prior to April 1974 and since about
1955, Applicant had been operated as a
general insurance agency proprietorship.
Since numerous alternative sources of
insurance services exist within the rele-
vant, market and retention of general
insurance agency activities would not re-
sult in any concentration of resources,
unfair competition, or conflicts of in-
terest, competitive considerations are
consistent with approval of the proposal
to retain these insurance services.'

Bank with deposits of $4.0 million con-
trols approximately 0.1 percent of com-
mercial bank deposits in the state.' The

'Applicant engages in the sale of various
types of general insurance and offers credit
life and credit accident and health insurance
to credit customers of Bank. All Income
generated from the sale of credit life and
credit accident and health insurance to
Bank's credit customers will accrue directly
to the Bank beginning January 1. 1976.

2 All banking data are as of December 1974.

Principal of Applicant and Bank are the
same and the proposal seeks merely to
change the ownership of Bank from in-
dividual holdings to a corporate form.
Therefore, the proposal presents no ad-
verse competitive effects.

Considerations relating to the finan-
cial and managerial resources and fu-
ture prospects are generally satisfactory
and consistent with approval, especially
in view of Applicant's commitment to
increase the equity capital accounts of
the subsidiary bank. Considerations re-
lating to the convenience and needs of
the community involved, although con-
sistent with approval, are not a major
factor since the proposal is essentially a
corporate reorganization. It is the judg-
ment of the Federal Reserve Bank of
Minneapolis that consummation of the
Proposed acquisition would be in the
public interest and" that the application
should be approved.

Accordingly, pursuant to the provi-
sions of 12 CFR 265.2(f) J22) and (32)
of the Board's Rules Regarding Delega-
tion of Authority, and on the basis of
the record suihmarized above, the Fed-
eral Reserve Bank of Minneapolis hereby
approves the application. The acquisition
of Bank shall not be made (a) before
the thirtieth calendar day following the
effective date of this Order or (b) later
than three months after the effective
date of this Order or (b) later than
three months after the effective date
of this Order, unless such period is
extended for good cause by the Board, or
by the Federal- Reserve Bank of Minne-
apolis, pursuant to delegated authority.
The determination as to Applicant's in-
surance activities is subject to the con-
ditions set forth in section 225.4(c) of
Regulation Y and to the Board's author-
ity to require reports by, and make ex-
aminations of, holding companies and
their subsidiaries and to require mod-
ification or termination of the ac-
tivities of bank holding company or
any of its subsidiaries as the Board finds
necessary to assure conipliance with the
provisions and purposes of the Act and
the Board's regulations and orders is-
sued thereunder, or to prevent evasion
thereof.

By order of the Federal Reserve Bank
of Minneapolis, acting under delegated
authority for the Board of Governors
of the Federal Reserve System, effective
August 22, 1975.

[SEAL] CLEmENT A. VAN Nicz,
First Vice President.

[FR Doc.75-23207 Filed 9-2-75;8:45 am]

GALLATIN BANCSHARES, INC.
Formation of Bank Holding Company

Gallatin Baneshares, Inc., Gallatin,
Tennessee, has .applied for the Board's
approval under section 3(a)(1) of the
Bank Holding Company Act (12 U.S.C.
1842(a) (1)) to become a bank holding
company through acquisition of 80 per
cent of the voting shares of Bank of Gal-
latin, Gallatin, Tennessee. The factors
that are considered in acting on the ap-

plication are set forth In section 3(c) of
the Act (12 U.S.C. 1842(o)).

The application may be inspected at
the office of the Board of Governors or
at the Federal Reserve Bank of Atlanta.
Any person wishing to comment on the
application should submit views In writ-
ing to the Reserve Bank, to be received
not later than October 1, 1975,

Board of Governors of the Federal Re-
serve System, August 27, 1975.

[sEAL] Gurnnu L. GARWOOD,
Assistant Secretary of the Board.

[FR Doc.75-23208 Filed 9-2-75;8:45 am]

GENERAL ACCOUNTING OFFICE
REGULATORY REPORTS REVIEW

Receipt of Report Proposals
The following requests for clearance

of reports intended for use In collecting
information from the public were re-
ceived by the Regulatory Reports Review
Staff, GAO, on August 21, 1075. See 44
U.S.C. 3512 (c) & (d). The purpose of
publishing this list In the FEDERAL Rra-
IsTRa Is to inform the public of such re-
ceipt.

The list includes the title of each re-
quest received; the name of the agency
sponsoring the proposed collection of in-
formation; the agency form number, If
applicable; and the frequency with which
the information is proposed to be col-
lected.

Written comments on the proposed
ICC forms are invited from all interested
persons, organizations, public Interest
groups, and affected businesses. Because
of the limited amount of time GAO has
to review the proposed forms, comments
(in triplicate) must be received on or be-
fore September 22, 1975, and should be
addressed to Mr. Carl F. Bogar, Assistant
Director, Office of Special Programs,
United States General Accounting Office,
Room 5216, 425 I Street, NW., Washing-
ton, D.C. 20548.

Further information may be obtained
from Patsy J. Stuart of the Regulatory
Reports Review Staff, 202-376-5425.

INTERSTATE COMMERCE COMriSSIX

Request for extension no change ap-
proval of cost study forms:

ACC-35--Form 2 of Highway Form A,
ACC-35A-Listing of Multiple Truck-

load Shipments.
ACC-37 & ACC-97-Form 4 of High-

way 3'orm A Pickup and Delivery Mani-
fest and Trip Listing Sheet.

ACC-38 & ACC-98-Form 7 of High-
way Form A Intercity Trip Report and
Trip Listing.

ACC-39-Fdrm 10 of Highway Form
A Platform Handling on All Intercity
Traffic. '

ACC-40-Form 11-Analysis of Peddle
Trip Operations.

These forms are used to obtain the
data necessary to determine motor car-
rier costs throughout all territories of the
United States-for a particular year. Ap-
proximately 250 "Instruction 27" carriers
are studied each year. Data developed
through regional cost studies are used by
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-the carriers, by the Commission, and by
others in determining and evaluating
motor carrier operating costs for rate-
making and related purposes. The aver-
age per response time required to com-
plete the above forms is, a total of 23
hours.

CARuz F. BOGAR,
Assistant Director,

-Regulatory Reports Review.
[FA Do.75-23271 Fied 9-2-75;8:45 am]

NUCLEAR- REGULATORY
COMMISSION

[Docket No. 50-101

COMMONWEALTH EDISON CO.
Proposed Issuance of Amendment to

Facility Operating License
The Nuclear Regulatory Commision

(the Commission) is considering the Is-
suance of an amendment to Facility Op-
erating License No. DPR-2 Issued to the
Commonwealth Edison Company (the
licensee) for operation of the Dresden
Nuclear Power Station Unit 1 (the fa-
cility), a boiling water reactor located
in Grundy County, llinois, and cur-
rently authorized for operation at power
levels up to 'Z0O MWt.

In: accordance with the licensee's ap-
plication for a license amendment dated
July 31, 1975, the amendment would in-
corporate operating limits in the Tech-
nical Specifications based upon an eval-
uation of ECCS performance calculated
in accordance with an acceptable evalu-
ation model, that conforms to the re-
quirements of the Commission's Accept-
ance Criteria for Emergency Core Cool-
ing Systems for Light Water Nuclear
Power Reactors set forth in 10 CFR Sec-
tion 50.46.

Prior to issuance of the proposed li-
cense amendment, the Commission will
have made the findings required by the

,Atomic Energy Act of 1954, as amended
(the Act), and the Commission's rules
and regulations.

By October 3, 1975, the licensee may
file a request for a hearing and any per-
son whose interest may be affected by
this proceeding may file a request for a
hearing in the form of a petition for leave
to intervene with respect to the issuance
of the amendment to the subject facility
operating license. Petitions forleave to
intervene must be filed under oath or
affirmation in accordance with the pro-
visions of Section 2.714 of-O CFR Part
2 of theCommission's regulations. A peti-
tion for leave to .intervene must set forth
the interest of the petitioner in the pro-
ceeding, how that interest may be af-
fected by the results of the proceeding,
and the petitioner's contentions with re-
spect to the proposed licensing action.
Such petitions must be filed in accord-
ance -with the provisions of this FEDERAL
REGISTER Notice and Section 2.714, and
must be filed with the Secretary of the
Commission, U.S. Nuclear Regulatory
,Commission, Washington, D.C, 20555,
Attention: Docketing and Service Sec-
tion, by the above date. A copy of the
petition and/or request for a hearing
should be sent to the Executive Legal

Director, U.S. Nuclear Regulatory Com-
mission, Washington, D.C. 20555 and to
John W. Rowe, Esquire of Isham, Lincoln
& Beale, One First National Plaza, Chi-
cago, nlinols 60670, the attorney for the
licensee.

A petition for leave to intervene must
be accompanied by a supporting afflidavit
which Identifies the specific aspect or
aspects of the proceeding as to which
intervention Is desired and specifies with
particularity the facts on which the pe-
titioner relies as to both his Interest and
his contentions with regard to each as-
pect on which intervention is requested.
Petitions stating contentions relating
only to matters outside the Commission's
jurisdiction will be denied.

All petitions will be acted upon by the
Commission or licensing board desig-
nated by the Commission or by the
Chairman of the Atomic Safety and Li-
censing Board Panel. Timely petitions
will be coigsldered to determine whether
a hearing should be noticed or another
appropriate order issued regarding the
disposition of the petitions.

In the event that a hearing s held and
a person is permitted to intervene, he
becomes a party to the proceiding and
has a right to participate fully In the
conduct of the hearing. For example, he
may present evidence and examine and
cross-examine witnesses.

For further -details with respect to
this action, see the application for

.amendment dated July 31, 1075. which
is available for public inspection at the
Commission's Public Document Room,
1717 H Street, NW., Washington, D.C.
20555. The license amendment and the
Safety Evaluation, when Issued, may be
inspected at the above location, and a
copy may be obtained upon request ad-
dressed to the U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555,
Attention: Director, Division of Reactor
Licensing.

Dated at' Bethesda, Maryland, this
25th day of August 1975.

For the Nuclear Regulatory Commls-
siolL,

DEmNs L. ZMMAxN,
Chief, Operating Reactors

Branch No. 2, Division of Re-
actor Lkenelng.

[FR Doc.75-23261 FPled 9-2-75;8:45 m1

'Dockot No. 50-369 and 50-370]

DUKE POWER CO. (WILLIAM B. McGUIRE
NUCLEAR STATION, UNITS I AND 2)

Notice of Issuance of Amendments to
Construction Permits

Notice s hereby given that pursuant to
an Order dated April 23. 1975 by the
Atomic Safety and Licensing Board, the
U.S. Nuclear Regulatory Commission has
issued Amendment No. 1 to Construction
Permit No. CPPR-83 and Amendment
No. 1 to Construction Permit No. CPPR-
84, which were isued to Duke Power Com-
pany for construction of William B. Mc-
Guire Nuclear Station, Units 1 and 2,
located In Mecklenburg County, North
Carolina.

40591

The Board's Order authorizes the ad-
dition of antitrust conditions to the con-
struction permits. At the time Construc-
tion Permits Nos. CPPR-83 and CPPR-
84 were Issued, the antitrust proceeding
was in progress. -

The Executive Director for Operations
has found that the provisions of the
amendments- comply with the requre-
ments of the Atomic Energy Act of 1954,
as amended, and the Commison's reg-
ulations published In 10 CFR Chapter I
and has concluded that the Issuance of
the amendments will not be inimical to
the common defense and security or to
the health and safety of the public, and
does not involve a significant hazards
consideration.

A copy of the Order, dated April 23,
1975, the construction permits, the
amendments, and other related docu-
ments are available for public inspection
at the Comission's Public Document
Room, 1717 H Street, N.W., Washington,
D.C. and at the Public Library of Char-
lotte and Mecklenburg County, 310 North
Tryon Street, Charlotte, North Care-
lina. Single copies of the amendments
may be obtained upon request addressed
to the US. Nuclear Regulatory Commis-
sion, Washington, D.C. 20555, Attention:
Director, Division of Reactor Licensing.

Dated at Bethesda, Maryland, this
22nd day of August 1975.

For the Nuclear Regulatory Commis-
sion.

A. W. DznoEmwc
Acting Chief, Light Water Re-

actors, Project Branc. Z-1,
Division of Reactor Licensing.

[FRDoc.15-23262 Pied 9-2-75; g:45 am

[Docket 21o. 50-5381
MEMPHIS STATE UNIVERSITY

Receipt of Application for C6n6tructfon
Permit and Facility Operating License

Notice is hereby given that the Nuclear
Regulatory Commission (the Commis-
sion) has received an application from
Memphis State University dated April 11,
1975, filed pursuant to Section 104c of the
Atomic Energy Act, as amended, for the
necessary licenses to construct and oper-
ate an AGN-201 (Serial No. 108) nuclear
reactor. The reactor Is to be conitructed
on Memphis State's South Campus lo-
cated in Shelby County, Tennessee, and
is proposed for operation at a power level
of 100 milllwatts for educational train-
ing and researc.

A copy of the application is available
for public Inspection at the Commission's
Public Document Room, 1717 H Street
N.W., Washington, D.C.

Dated at Bethesda, Maryland, this
25th day of August 1975.

For the Nuclear Regulatory Commis-
sion. I

Dmils L. ZEDUNN,
Chief, Operating Reactois

Branch No. 2, Division of Rq-
actor Licen ing.

[PR DOC.76-23263 Pied 9-2-76,8:45 am]
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(Docket Na. 50--2451

NORTHEAST NUCLEAR ENERGY CO.,
Er AL

Issuance of Amendmentto Facility
Operating License

In the. matter of Northeast Nuclear
Energy Co., the Hartford Electric Light
Co., Western Massachusetts Electric- Co.,
Connecticut Light and Power Co.

Notice is hereby given that the U.S.
Nuclear Regulatory Cominission (the
Commission) has issued Amendment No.
11 to Facility Operating License No.
DPR-21 issued to Northeast Nuclear En-
ergy Company, which revised Technical
Specifications for operation of the Mill-
stone Nuclear Power Station, Unit 1, lo-
cated in Waterford, Connecticut. The
amendment is 'effective as of its date of-
issuance.
/ The amendment modifies the Tech-
nical Specifications" to clarify the maxi-
mum permissible reactor coolant tem-
perature change rate.

The application for the amendment
complies with the standards and require-
ments of the Atomic Epergy Act of 1954,
as ame'nded (the Act), and the Commis-
sion's rules and regulations. The Com-
mission has made appropriate findings
as required by the Act and the Commis-
sion's rules and regulations in 10 CFR
Chapter I, which are set forth' in the
license amendment. Prior public notice
of this amendment is not required since
the amendment does not involve a sfg-
nificant hazards consideratidn.

For further details with respect to this
action, see (1) the application for amend-
ment dated July 21, 1975, (2) Amend-
ment No. 11 to License No. DPR-21, with
Change No. 24, and (3) the, Commis-
sion's related Safety Evaluation. All of
these items are-available for public in-
spection at the Commissibn'a Public
Document Room, 1717 H Street, N.W.,
Washington, D.C. and a-t the Waterford
Public Library, Rope Ferry Road, Route,
156, Waterford, Connecticut 06385.

A copy of items (21 and (3) may be
obtained upon request addressed to the
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555, Attention:
Director, Division of Reactor Licensing.

Dated at Bethesda, Maryland, this 25th
day of August 1975.

For the Nuclear Regulatory Commis-
sion.

WALTER A. PAuLsoN,
Acting Chief Operating Re-

actors Branch No. 3, Division
of Reactor Licensing.

FR Doc.75-23264 Piled 9-2-75.8:45 am]

[Docket.Nb. 50--245

NORTHEAST NUCLEAR ENERGY CO.,
Er AL

IssuanceofAmendment to Facility
Operating License

In the matter of Northeast Nuclear
Energy" Co.,the Hartford Electric Light
Co., Western MassachusettsElectric Co,
Connecticut Light and Power Co.

Notice is hereby given that the U.S.
Nuclear Regulatory Commission (the
Commission) has issued Amendment No.
10 to Facility Operating License No.
DPR-21 issued to Northeast Nuclear En-
ergy Company, Connecticut Light and,
Power Company, The Hartford Electric
Light Company, and Western Massachu-
setts Electric Company ("the licensees").
Facility Operating License No. DPR-21
authorizes the operation of the Millstone
Nuclear Power Station, T'nit No. 1, lo-
cated in Waterford, Connecticut. The
dmendxment Is effective as of its date of
issuance.

The amendment requires operability
and surveillance of hydraulic snubbers
required to protect the primary coolant
system and all other safety related sys-
terms and components in accordance with
the licensee's request dated December 23,
1974.

The application for the amendment
complies with the standards and require-
mens of the Atomic Energy Act of 1954,
as amended (the Act), and the Commis-
sion's rules arid regulations. The Com-
mission has made appropriate findings
as required by the Act and the Commis-
sion's ru1- and regulations in 10 CFR
Chapter , which are set forth in the
license amendrient.

For further details with respect tothis
action, see (1) the application for amend-
ment dated December 23, 1974, (2)
Amendment No. 10 to License No. DPR-
21, with Change No. 23' and (3) the Com-
mission's related Safety Evaluation. All
of these items are available for public in-
spection at the Cojmmission's Public
Document .Room, 1717 H Street, N.W.,
Washington, D.C. and at the Waterford
Public Library, Rope Ferry Road, Route

'156, Waterford, Connecticut 06385.
A copy of items (2) and 43) may be

obtained upon request addressed to the
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555, Attention: Di-
rector, Division of Reactor-Licensing,

Dated at Bethesda, Maryland, this 25th
day of-August 1975.

For the Nuclear Regulatory Commis-
sion.

WALTER A. PAULSON,
Actind' Chief, Operating Re-

actors 'Branch No. 3, Division
of Reactor Licensing.

[IM Doc.75-23265. Ziled- 9-2-75;8:45 am]

[Docket No: 50-2631
NORTHERN STATE! POWER CO.

Proposed Issuance of Amendment to,
Facility Operating License

The Nuclear Regulatory Commission
(the Commission)- is considering the is-
suance oft anamendment to Facility Op-
erating License No. DPR-22 issued to the
Nortliern States Power Company (the 11-
censee), for operation of- the- M~onticello
Nuclear Generating Plant (the- facility),
aboiling water reactor, located in Wright
County, Minnesota and currently author-
ized for operatloif at power levels up to
1670 MWt..

In accordance with the licensee's ap-
plication for a license amendment dated
August 4, 1975, and filing dated July 9.
1975, the amendment would modify op-
erating limits in the Technical Specifica-
tions based upon an evaluation of ECCS
performance calculated in accordance
with an acceptable evaluation model that
conforms to, the requirements of the
Commission's regulations in 10 CFR Sec-
tion 50.46. The amendment would modify
various limits established in accordance
with the Commission's Interim Accept-
ance Criteria, and would, with respect to
the Mdnticello Nuclear Generating Plant,
terminate the further restrictions Im-
posed by the Commission's December 27,
1974 Order for Modification of License,
and would impose Instead, limitations es-
tablished in accordance with the Com-
mission's Acceptance Criteria for Emer-
gency Core Cooling Systems for Light
Water Nuclear Power Reactors, 10 CFR
Section 50.46. The amendment would also
incorporate Technical - Specification
changes associated with operation of the
facility with additional 8x8 fuel gssem-

- blies.
Prior to Issuance of the proposed li-

cense amendment, the Commission will
have made the findings required by the
Atomic Energy Act of 1954, as amended
(the Act), and the Commission's rulea
and regulations.

By October 3, 1975, the licensee may
file a request for a hearing and any per-
son whose interest may be affected by
this proceeding may file a request for a
hearing In the fori of a petition for
leave to Intervene with respect to the
issuance of the amendment to the sub-
ject facility operating license. Petitions
for leave to intervene must be filed under
oath or affirmation in accordance with
the provisions of Section 2.714 of 10 CFR
Part 2 of the Commission's regulations.
A petition for leave to intervene must
set forth the interest of the petitioner
In the proceeding, how that interest may
be affected by the results of the proceed-
ing, and the petitioner's contentions with
respect to the proposed licensing action,
Such petitions must be filed in accord-
ance with the provisions of this VzpznA,
RZ=TsZR Notice and Section 2,714, and
must be filed with the Secretary of the
Commission, U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555,
Attention: Docketing and Service Sec-
tion, by the above date. A copy of the
petition and/or request for a hearino
should be sent to the Executive Legal
Director, U.S. Nuclear Regulatory Com-
mission, Washington, D.C. 20555 and to
Gerald Charnoff, Esquire of Shaw, Pitt-
man, Potts and Trawbridge, 910 17th
Street NW., Washington, D.C. 20000, t hQ
attorney for the licensee.

A petition for leave to intervene must
be accompanied by a supporting affidavit
which identifies the specific aspect or as-
pects-of the proceeding as to which inter-
vention is desired and specifies with par-
ticularity the facts on which the peti-
tioner relies as to both his interest and
his contentions with regard to each as-
pect on whichL intervention is requeated.
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Petitions stating contentions relating
only to matters outside the Commission's
jurisdiction will be denied.

All petitions will be acted upon by the
Commission or licensing board, desig-
natedby the Commission or by the Chair-
man of the Atomic Safety and Licensing
Board Panel. Timely petitions will be
considered to determine *hether a hear-
ing should-be noticed or another appro-
priate order issued regarding the disposi-
tion of the petitions.

In the event that a hearing is held and
a person is permitted to intervene, he
becomes a party to the proceeding and
has a right to participate fully in the
bonduct of the hearing. For example,
he may present evidence and examine
and cross-examine witnesses.

For further details with respect to this
action, see (1) the application for
amendment dated August 4, 1975, and
the filing dated July 9, 1975, and (2) the
Commission's Order for Modification of
License and the documents referred to
in the Order dated .December 27, 1974
published in the FEDERAL REGISTER on
January 9, 19.75 (40 FR 1769), which are
available for public inspection at the
Commission's Public Document Room,
1717 H Street NW., Washington, D.C.,
and at The Environmental Conservation
ibrary, Minneapolis'Public Library, 300

Nicollet Mall, Minneapolis, Minnesota
B5401. The license amendment and the
Safety Evaluation, when issued may be
inspected at the above locations, and a
copy may be obtained upon request ad-
dressed to the U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555, At--
tention: Director, Division of Reactor
Licensing.

Dated atBethesda, Maryland, this 25th
day of August 1975.

For the Nuclear Regulatory Commis-
sion. -

DImTs TZL u1A,
Chief, Operating Reactors

Branch No. 2, DIvision of Re-
actor Licensing.

[FRDoc.75-23266 Filed 9-2-75;8:45 am]

REGULATORY GUIDE
Issuance and Availability

The Nuclear Regulatory Commission
has issued a new guide in its Regulatory
Guide Series. This series has been devel-
oped to describe and make available to
the public methods acceptable to the
NRC staff of implementing specific parts
of the Commission's regulations and, In
some cases, to delineate techniques used
by the stcff in evaluating specific prob-
lems or postulated accidents and to pro-.
vide guidance to applicants concerning
certain of the information needed by the
staff in its review of applications for per-
mits and licenses.

Regulatory Guide 5.33, "Qualification,
Calibration, and Error Estimation Meth-
ods for Nondestructive Assay," describes
methods_ and procedures acceptable to
the NRC staff for meeting certain of the

Commission's requirements as they re-
late to the use of nondestructive asmay.
This guide endorses ANSI Standard
N15.20-1975, "Guide to Calibrating Non-
destructive Assay Systems."

Comments and suggestions in connec-
tion with (1) items for inclusion -in
guides currently being developed (listed
below) or (2) improvements in all pub-
lished guides are encouraged at any time.
Public comments on Regulatory Guide
5.53"wi, however, be particularly useful
In evaluating the need for an early revi-
sion if received by October 31, 1975.

Comments should be sent to the Secre-
tary of the Commission, U.S. Nuclear
Regulatory Commission, Washington,
D.C. 20555, Attention: Docketing and
Service Section.

Regulatory Guides are available for
inspection at the Commission's Public
Document Room, 1717 H Street NW.,
Washington, D.C. Requests for single
copies of Issued guides (which may be re-
prdduced) or for placement on an auto-
matic distribution list for single copies
of future guides should be made In writ-
ing to the Director, Office of Standards
Development, U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555.
Telephone requests cannot be accom-
modated. Regulatory Guides are not
copyrighted and Commission approval Is
not required to reproduce them.

Other Division 5 Regulatory Guides'
currently being developed include the
folowi g:
2ass Calibration Techniques lor Nuclear

Material Control.
Protection of Nuclear Power Plants Against

Industrial Sabotage.
Measurement Control Program for Special

Nuclear Material Control and Accounting.
Monitoring Transfers of Special Nuclear

Material.
Considerations for Determining the Syste-

matic Error of Special Nuclear Material Ac-
counting Measurement.

Interior Intrusion Alarm Systems.
Preparation of Uranyl Nitrate Solution as a

Working Standard.
Shipping and Receiving Control of Special

Nuclear Materials.
Barrier Design and Placement.
Internal Security Audit Procedures.
Nondestructive Assay of Plutonium-Bearing

Fuel Rods.
Training and Qualifying Personnel for Per-

forming Measurement Associated with the
Control and Accountifg of Special Nuclear
Material.

Auditing of Measurement Control Program.
Reconciliation of Statistically Significant

Shipper-Receiver Differences.
Prior Measurement Verification.
Verification of Prior Measurements by NDA.
Nondestructive Assay of High-Enrichment

Uranium Scrap by Active Neutron Inter-
rogation.

Control and Accounting for Bighly Enriched
Uranium In Waste.

Considerations for Determining the Random
Error of Special Nuclear Material Account-
ing Measurement.

Use of Clozed Circuit TV for Area Surveil-
lance.

Preparation of Working Calibration and Test
Materials for Analytical Laboratory Mear-
urement Control Programs--Part I: Plu-
tonium Nitrate Solutions.

Preparation of Working Calibration and Test
Materials for Analytical Laboratory Meas-
urement Control Programs-Plutonum.
Oxide.

(5 U.S.C. 552(a))
- Dated at Rockvile, Maryland, this
25th day of August 1975.

For the Nuclear Regulatory Commis-
sion.

ROBERT B. MMIOGUE,
Director, Office of

Standardz Development.
[Fk Doz.15-23263 Filed 9-2-75;8:45 an]

[Dccket No. STN 8o-5451

WESTINGHOUSE 'ELECTRIC CORP.
Receipt of Standard Safety Analysis Report

Westinghouse Electric Corporation, In
response to Option No. 1 of the policy
statement of the Nuclear Regulatory
Commission (the Commission) entitled
"Methods of Achieving Standardization
of Nuclear Power Plants", issued March
5, 1973, and pursuant to Appendix 0 to
10 CFR, Part 50, has filed with the Com-
mission an eight-volume document en-
titled Westinghouse Reference Safety
Ahalysls Report 3S", (RESAR-3S),
which was docketed on July 31, 1975. The
tendered application for RESAR-3S was
received on June 30, 1975. Following a
preliminary review for completeness, the
application was found to be acceptable
for docketing. Docket No. STN 50-545
has been assigned to RESAR-3S and
should be referenced in any correspon-
dence relating thereto.

RESAR-3S has been submitted in ag-
cordance with the "reference system"
option wherein an entire facility 'design
or major fractions of it can be identified
as a standard design to be used in multi-
ple applications. RESAR-3S- describes
and analyzes a four-loop pressurized
water reactor nuclear steam supply sys-
tem (NSSS) with auxiliary and safety
systems. The reactor is designed for ini-
tial operation at a rated core thermal
power level of 3411 megawatts.

On March 11, 1974, the Commission
docketed-for review an application filed
by Westinghouse Electric Corporation
for its Reference Safety Analysis Report,
RESAR-41. The RESAR-3S NSSS is in
many respects similar -to the RESAR-41
NSSS, with the principal exceptions being
the reactor core size and the emergency
core cooling system design. In addition,
the RESAR-41 application is for a core
thermal power level of 3800 megawatts,
whereas the RESAR-3S application is
for a core thermal power level of 3411
megawatts.

When its review of RESAR-3S is com-
plete, the Commisslon's staff will pre-
pare and publish a Safety Evaluation
Report documenting the results of the
review. In addition, RESAR-3S will be
referred to the Advisory Committee on
Reactor Safeguards (ACRS) for its re-
view and a report thereon. Copies of the
Safety Evaluation Report and the ACRS
report will be made available to the pub-
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lB. A notice relating to the availability
of these documents will be published in
the FEDERAL REGISTER.

All interested persons who desiie to
submit written comments for considera-
tion by the staff and ACRS during their
review of RESAR-3S should send them
to the Office of the Secretary, U.S. Nu-
clear Regulatory Commission, lWashing-
ton, D.C. 20555, Attention: Docketing
and Service Section by October 3, 1975.

A copy of the RESAR-SS Reference
Safety Analysis Report is available for
public Inspection at the Commission's
Public Document Room, 1717 H Street,
Washington, D.C. 20555. When available,
the Safety Evaluation Report and the
ACRS report will be made available for
Inspection by the public at the Commis-
sion's Public. Document Room.

Dated at Betlhesda,,Maryland, this 27th
day of August 1975.

For the Nuclear Regulatory Commls-
sion.

D.-B, VASsALLo,
Chief, Light Water Reactors,

Project Branch 1-1, Division
of Reactor Licensing.

[FR Doc.75-23268 Filed, 9-2-75;8:45 am].

OFFICE OF MANAGEMENT AND
BUDGET

CLEARANCE OF REPORTS

. List of Requests

The following is a list of requests for
clearance of reports intended for use.in
collecting information from. the public
received by- the Office of Management
and Budget on 08/28/75 (44 USC 3509).
The purpose of publishing this list in the
FEDERAL REGISTER, is to inform the public.

The list includes the title of each re-
'quest received; the name of the agency
sponsoring the proposed collection of in-
formation; the agency form number(s),
If applicable; the frequency with which
the information is proposed to be col-
lected; the name of the reviewer or re-
viewing division within OMB, and. an in-
dication of who will be the respondents
to the proposed collection.

Rbquests for extension which appear to
raise no significant issues, are to be ap-
proved after brief notice through this
release.

Further information about the items

on this daily list may be obtained from

the Clearance Office, Office of Manage-
ment and Budget Washington, D.C.
20503, (202-395-4529), or from the re-

viewer listed.
NEw FORMS

NATIONAL SCIENCE FOEUDATION,

Qualifications of reviewers of NSF Projects-
Reviewers Information, NSF 428, or occa-
sion, individuals, Lowry. R. L.,'395-3772.

DEPA TMENT OF AGRICULTRE;

Economic Research Service: Milk buying and
merchandising programs of food chains in
t-he southern region, single-time, retal food
chains, Lowry, R. L., 395-3772.

NOTICES

DEPARTMENT 01 HOUSING AND' UOBA
DEVELOPMENT

Office of the Secretary. Safety and Security
Survey, Other (see, SF--83), public housing
residents in TPP projects, Community
and Veterans Affairs Divison, George Hall,
395-3532.

REVISIONS

VETERANS ADMINISTRATION

Monthly- Certification of Flight Training,. 22--
6553C, monthly, veteran. student and
nflight schools, Caywood, D. P, 395-3443.

DEPARTMENT OP AGRICULTURE

Food and Nutrition',,service: Study to assess
the nutritional quality and microbiological
safety of various school food delivery sys-
tems, single-time, school food service man-
agers, Human Resources Division. Lowry,
R. L., 395-3532.'

ExTENSIONS

DEPARTMENT OP HEALTH, EDUCATION, AND
wELFARE

Ofice of Education: Student Loan Applica-
tion Supplement OE1260, other (see SF-83),
student applicants, IHE's and lenders, Mar-
sha Traynham, 395-4529..

PHILLI D. LARSEN,
Budget and Management

Officer.
[FR Doc.75-23414 Filed 9-2-75;8:45 am]

CLEARANCE OF REPORTS

List of-Requests

The following is a list of requests for
clearance of reports intended. for use in
collecting information from the public
received by the Office of Management
and Budget on August 27, 1975 (44 USC
3509). The purpose of publishing this
list in the FEDERAL REGISTER is to inform
the public.

The list includes the title of each re-
quest received; the name of the agency
sponsoring the proposed collection of
information;, the agency form num-
ber(s), if applicable; the frequency with
which the information is proposed to be
collected; the name of the reviewer or
reviewing division within OMB, and an
indication of who will be the respondents
to the proposed collection.

Requests for extension which appear
to raise no significant issues are to be-
approved after bribf notice through this
release.

Furthek information about the Items
on this daily list may be obtained from
the Clearance Office, Office of Manage-
merit and Budget, Washington,- D.C.
20503, (202-395-4529), or from the re-

viewer listed.
NEw FORMS

u.s. cIvm SERVICE COMMISSION

Physical Science Technician Supplemental
Qualification Statement, on occasion, job
applicants, Caywood, D. P., 395-3443.

Supplemental Questions for Policemen (Hos-
pital). SLPMS 322, on occasion, eligibiles,
Caywood, D. P.. 395-3443.

Geographic Availability Inquiry, SLPMS 316,
on occasion, applicants for clvil service
employment, Caywood, D. P., 395-3443.

Availability Statement for FPO, Atlanta Re-
glon. MAAO-83, on occasion, applicants,
Caywood, D. P., 395-3443.

Application for Worker-Traince, DA2X 0.3, on
occasion, job applicants, Caywood, D. r.,
395-3443.

Interest Questionnaire for Worker-Traino,
DAX 6.3(A)(D), on occasion, applicants,
Caywood, D. P., 395-3443.'

Education and Experienco Qustionnaro for
Junior Federal Assistant, DH-600, on o-
casion, applicants for JFA examination,
Caywood, D. P., 395-3443.

Work Location for Agricultural and Biolog-
ical Science Positions (Atlanta Region),
RAAO-9, on occasion, applicants, Cayvwood,
D. P., 395-3443.

Geographic Availability (South Georgia),
1TAAO-38, on occasion, applicants, Cay-
wood, D, P., 395-3443.

ENVIRONMENTAL PROTECTION AGENCy

Famlly-of forms for the St. Louis human
morbidity study, other (see SF-83), fani-
fly units, Collins, L., 395-5867.

Oxidant air pollution and chromooomal
aberration in USC Students, einglo-tilo,
University of Southern California, gopho-
mores, Dick Elsingor, 3D5-6140.

DEPARTMENT O7 AGRICULTURE

Extension Service: Homemaker progression
interview-expanded food and nutrition
education program, single-time, partic-
ipant in EFITEP, Natural Resources Dlvi-
Sion, Lowry, R. L., 395-6827.

Food and Nutrition Service.,
Food Stamp Program Corrective Action

Plan, FNS-321, semi-annually, Stato
Agencies, Human Resources Division,
Lowry, n. L., 395-3532.

Food Stamp Program-Semiannual Con-
* solidated Report, Small Project Area Re-

views, FNS-323, semi-annually, Stto
agencies, Human Resources Division,
Lowry, n. L., 395-3532.

DEPARTMENT or COuLurCn

Bureau of East-West Trade: Report of
Restrictive Trade Practice or Boycott n o-
questThat Discriminates Against U.S. Cit-
izens or Firms; DIR-63OP, on occasion, U.S.
exporters, freight forwarders, shippers,
Strasser, A., 395-6867.

DEPARTMENT or HEALTH, EDUCATIO1, AND
WELARE

Office of tho Scret ry:
Analyze Obstacles to Obtaining Homo

Health Care and Recommend Regional
HEW Strategies, OS-49-75, slngle-tino,
staff of agencies in six counties, Human
Resources Division, Dlck Elsingor, 395-
3532.

Wives Questionnaire-Michigan Longitu-
dinal Study, OS-38-75, slnglo-tidio, wives
in Michigan longitudinal study, Sun-
derhauf, M. B., 305-6140.

DEPARTMENT OF JUSTICE

Departmental and Other LEEP Ealuatlon
Questionnaire, LEEP-30, singlo-timo, stu-
dent recipient of LEEP funds, George Hall,
395-6140.

DEPARTMENT Or TRANSPORTATI01T

Departmental and other artrans rider attl-
tude survey, single-time, passengers on.
airtrans system, Dallas/Ft. Worth AlrpOrt,

Strasser, A., 395-5867.
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REVISIONS

DEPAaRMNTr Or CLILERCZ

Bureau of East-West Trade: Report of Re-
- strictive Trade Practice or Boycott Re-

quest, DIB-621P, quarterly, U.S. exporters,
freight forwarders, shippers, Strasser A.,
395-5867-

EzpAflTMIENT gP 11E9LTH, EDUCATION AND
WELFAE

Office of Education: Application for Faculty
Research Abroad, OR 7628, on occasion. fac-
ulty members of Institutions of postsec-
ondary education, Lowry, R. L., 395-3772.

OfFice of the Secretary:
Health Insurance Study, Medical History,

Form A, OS-48-75--C, on occasion. en-
rolled households in Seattle and subse-
quent sites, Caywood, D. P., 395-3443.

Health Insurance StUdy, OS-48-75A, on
occasion, individuals, Caywood, D. P..
395-3443.

ExTExSIONS

AGENCY' OR INTERNATIONAL DEVEOpFr.MT

Report of Exports--Schedule C-200 (for Vol-
untary Aid Programs), 1550-5, seml-an-
nually, registered voluntary agencies, Harry
B. Sheftel.

DEPART2X-NT OF AGRICULTURE

Agricultural Marketing Service: Report of
Strawberries Received for Freezing (in
Plants During the Processing Season). FV-
498-1, weekly, berry and asparagus proces-
sors, Harry B. Sheftel.

DEPARTALENT OF COMMERCE

Bureau of Census: Sales of Lubricating Oils
and Greases 1973, MA 29C, other (see SF-
83), Refiners, compounders, and selected
marketers, Harry B. Sheftel.
Mining Machinery Form and Reference

List. MA-35P, annually, mining machin-
ery Infgrs., Harry B. Sheftel.

PHIL D. LARsEzN,
Biiget and Management Officer.

Ira Doe.75-23415 Filed 9--2-75;8:45 am]

SECURITIES AND EXCHANGE
COMMISSION
[lPue No. 500-1]

CANADIAN JAVELIN LTD.
Suspension of Trading

AUGUST 26, 1975.
In-the matter of trading in securities

of Canadian Javelin, Ltd. File No. 500-1.
The common stock of Canadian Jave-

lin, Ltd., being traded on the American
Stock Exchange pursuant to provisions of
the Securities Exchange Act of 1934 and
all other securities of Canadian Javelin,
Ltd., being traded otherwise than on a
national securities exchange; and

It-appearing to the Securities and Ex-
change Commission that the summary
suspension of trading in such securities
on such exchange and otherwise than on
a national securities exchange is required
in the public interept and for the protec-
tion of investors;

Therefore, pursuant to Section 12(k)
of the Securities Exchange Act of 1934,
trading in such securities on the above
mentioned exchange'and otherwise than
on a; national securities exchange is sus-

pended. for the period from August 27,
1975 through September 5, 1975.

By the Commission.
[SEAL] Groncon A. Frrzmunious,

Secretary.
[FR Doc.75-23257 Flied 9-2-75;8:45 am)

[812-38021

SOUTHEASTERN CAPITAL CORP.
Filing of Application

AiUGUsT 26, 1975.
In the matter of Southeastern Capital

Corp., 505 Northereek, 3715 Northside
Parkway, N.W., Atlanta, Georgia 30327.

Notice is hereby given that Southeast-
ern Capital Corporation ("Applicant"),
registered under the Investment Com-
pany Act of 1940 ("Act") as a closed-end,
non-diversified, management investment
company, filed an application on April
29, 1975, and amendments thereto on
July 21 and 24, 1975, pursuant to Section
17(b) of the Act for an order of the Com-
mission exempting from the provisions of
Section 17(a) of the Act the proposed
merger of Applicant Into Phoenix, Inc.
("Phoenix" or the "Surviving Corpora-
tion"), and pursuant to Section 6(c) of
the Act for an order of the Commission
modifying a prior order of the Commis-
sion entered September 9,.1970 (Invest-
ment Company Act Release No. 6181) to
provide that the conditions Imposed upon
Applicant by such order may be satisfied
by the Surviving Corporation as succes-
sor by merger to Applicant. All interested
persons are referred to the application
on file with the Commission for a state-
ment of the representations contained
therein, which are summarized below.

As of March 31,1975, Applicant, a Ten-
nessee corporation listed on the Ameri-
can Stock Exchange had 706.073 shares
of its common stock Issued and outstand-
Ing and had, on a consolidated basis with
Its wholly-owned subsidiary, Southeast-
em Capital Small Business Investment
Corporation ("SCSBIC"), total net as-
sets of approximately $9,772,050. As of
April 30, 1975, Phoenix, a Georgia corpo-
ration and a personal holding company,
had 72,228 shares of Its common stock
issued and outstanding and total net as-
sets of approximately $3,059,578. Phoenix
holds beneficially 189,263 or 26.81% of
the shares of Applicant which amount
represents a controlling interest in Ap-
plicant's outstanding voting securities.
Mr. C. Edward Hansell, Chairman of the
Board of both Applicant and Phoenixt'
owns beneficially 18,952 shares of Phoe-
nix representing 26.24% of Its outstand-
ing voting securities.

Applicant and Phoenix have entered
into an Agreement and Plan of Reorgani-
zation dated April 23, 1975 and amended
July 14, 1975 (the "Agreement!') provid-
ing for the-merger of Applicant Into
Phoenix which Is to be the survivina cor-
poration. The Agreement further pro-
vides that, on and after the merger date,
the name of the Surviving Corporation
will be changed to "Southeastern Capital

Corporation", the Surviving Corporation
will adopt new Articles of Incorporation
and By-Laws substantially smilar to
those of the Applicant In effect prior to
the merger, and the officers and directors
of Applicant will become the officers and
directors of the Surviving Corporation.
Upon consummation of the proposed
merger, the Surviving Corporation will
register as an investment company under
the Act.

Upon the merger date, each Issued and
outstanding share of Applicant will be
converted into one share of the Sur-
viving Corporation and each issued and
outstanding share of.Phoenix will be con-
verted Into .6 of a share of the Surviving
Corporation. Phoenix proposed to make a
five for one stock split of' its shares in
order that sufficient shares will be avail-
able for the proposed mperger. The Agree-
ment has been unanimously approved
by the respective Boards of Directors
of Applicant and Phoenix. Consumma-
tion of the proposed merger is condi-
tioned on (1) the approval by a majority
in number of the shareholders of both
Phoenix and Applicant as well as by the
vote required under the laws of Tennes-
see and Georgia, (2) the receipt of a tax
ruling from the Internal Revenue Serv-
ice that the proposed merger will consti-
tute a tax-free reorganization and that
no gain or loss will be recognized by
either Phoenix or Applicant or their
shareholders'as a result of the merger,
(3) the effectiveness of an S-14 registra-
tion statement filed by Phoenix.under-
the Securities Act of 1933, (4) the satis-
faction of the listing requirements of
the American Stock Exchange for the
shares of the Surviving Corporation, and
(5) the receipt of the order requested
by this application. The Applicant and
Phoenix intend to consummate the pro-
posed merger on the first month-end
following the satisfaction of all the con-
ditions precedent.
Section 17(a). Applicant states that,

through Phoenix's controlling interest in
the shares of Applicant, each company
is an "affiliated person" of the other
under the definition of "affiliated per-
son" set forth in Section 2(a) (3) of the
Act.

Section 17(a) of the Act, in pertinent
part, provides that It Is unlawful for any
affiliated person of a registered invest- -

ment company knowingly to sell or to
purchase from such registered invest-
ment company any security or other
property except securities of which the
investment company is the issuer. Pur-
suant to Section 17(b) of the Act, the
Commission, upon application, may
grant an exemption from, such prohibi-
tion after finding that the terms of the
proposed transaction, Including the con-
slderation to be paid or received, are fair
and reasonable and do not involve over-
reaching on the part of any person con-
cerned and that the proposed transaction
is consistent with the policy of each
registered Investment company con-
cerned and the general purposes of the
Act.
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Other than its controlling interest in
Applicant the only other significant asset
of Phoenix is a controlling position
(38.6%) in the shares of The First Na-
tional Bank of McDonough, McDon-
ough, Georgia ("McDonough Bank").

Applicant states that the exchange
ratio to be used in the proposed merger
was determined by the parties through
arms-length bargaining based upon the
total net asset values of the shares of
Phoenix and the Applicant. In June of
1974, Applicant commissioned two inde-
pendent investment banking firms,
Robinson-Humphrey Company, Inc.
("Robinson-Humphrey") and Reynolds
Securities, Inc. ("Reynolds"), to analyze
the parties to the proposed merger and
determine an appropriate exchange rate.
Robinson-Humphrey arrived at an ex-
change ratio of 3.0111 shares of Appli-
cant for each share of Phoenix based on
adjusted net asset values per share of
$14.03 for Applicant and $42.24 for
Phoenix; Reynolds- arrived at an ex-
change ratio of 2.9862 shares of Appli-
cant for each share of Phoenix based on
adjusted net 'asset values of $13.78 for
Applicant and $41.15 for Phoenix. In July
of 1975, Applicant commissioned and r6-
ceived from Robinson-Humphrey and
Reynolds new appraisals of the respective
values of Applicant's shares and Phoe-
nix's shares based on current financials.
Robinson-Humphrey determined an ex-
change ratio of 3.1973 shares of Appli-
cant for each share of Phoenix to be
appropriate based upon adjusted net as-
set values per share of $13.84 for Appli-
cant and $44.25 for Phoenix. Reynolds
determined an exchange ratio of 2.9487
shares of Applicant, for each share of
Phoenix to be fair based upon adjusted
net asset values per share of $13.84 for
Applicant and $40.81 for Phoenix.

Applicant represents that after the first
independent appraisal the respective
Boards of Directors of Applicant and
Phoenix arrived at an exchange ratio
based on the Robinson-Humphrey and
Reynolds appraisals of- three shares of
Applicant for each share of Phoenix.
Following the second independent ap-
praisal, the Board of Directors of Appli-
cant and Phoenix unanimously resolved
to reaffim the 3 to 1 exchange ratio. The
exchange ratio would be reduced to 1
share of Applicant for six tenths of a
share of Phoenix in light of the proposed
5 for 1 stock split of Phoenix's shares.

It is submitted that the proposed
merger is consistent with the policies of
the Applicant since the Surviving Corpo-
ration will adopt the investment policies
of Applicant on the merger date. Appli-
cant seeks as its primary investment ob-
jective the long-term growth of capital
with income secondary.

Applicant asserts that the shares of
,the McDonough Bank presently held by
Phoenix represents an attractive oppor-
tunity for growth and are consistent with
Applicant's investment policies. Appli-
cant has had. and the Surviving. Cor-
poration will have, a policy against
investing in companies for the purpose
of exercising control It is stated that, if
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the proposed merger is consummated, the
Surviving Corporation does not intend
to exercise control over the McDonough
Bank and, in fact, would be under an
irrevocable declaration under the Bank
Holding Company Act entered into by
Phoenix with the Federal Reserve Board
to divest control, i.e., reduce ownership
to less than 25%, of the McDonough
Bank by January 1, 1981.

Applicant asserts that Its shareholders
will benefit from the proposed merger
by the elimination of expenses incurred
in maintaining a Tennessee domicile
when Applicant's only' place of business
is in Georgia. It is represented that the
proposed merger affords Applicant the
opportunity to broaden its asset base by
the acquisition of the McDonough Bank
shares without incurring brokerage ex-
penses. Applicant submits that its share-
holders will benefit from the proposed
merger by eliminating the possibility of
a disruptive change of control that might
arise if Phenix transfers its controlling
position in Applicant in a block. As a re-
sult of the proposed merger, this interest
will be diffused among all the Phoenix
shareholders. Applicant represents that
the proposed transaction is fair and rea-
sonable and does not involve overreach-
ing by any party concerned in that the
proposed transaction will be consum-
mated on the-basis of an exchange ratio
determined by the Boards of Directors of
Applicant and Phoenix with the aid of
independent analysts and independently
approved by both boards and by the
shareholders of both parties, including
approval by a majority In number of the
shareholders of each company. Based on,
the foregoing, Applicant requests an or-
der of exeml5tion from Section 17(a)
pursuant to Section 17(b) of the Act per-
mitting the proposed merger of Appli-
cant into Phoenix.

Section 6(c). Applicant was incorpo-
rated on August 29, 1958 for the purpose
'of operating as a small business invest-
ment company. On September 9, 1970,
the Commission entered an order ("Or-
der") (Investment Company Act Release
No. 6181) granting Applicant various
exemptions from the Act which per-
mitted it to transfer its license under
the Small Business Investment Act of
1958 and other assets to its wholly-owned
subsidiary, SCSBIC. Such Order was
subject to numerous conditions designed
to insure that SCSBIC was at all times
owned and operated by Applicant. Ap-
plicant has applied, pursuant to Section
6(c) of the Act, for an order of the Com-
mission providing that the conditlins
imposed upon Applicant by such Order
may be fulfilled by the Surviving Corpo-
ration as successor by merger to Appli-
Cant.

Section 6(c) of the Act provides, in
part, that the Commission, by order upon
application, may conditionally or uncon-
ditionally exempt any person, security, or
transaction, or 'any class or classes of
persons, securities, or transactions from
any provision or provisions of the Act or
of any rule or regulation thereunder, if
and to the extent such exemption is nec-

essary or appropriate in the public in-
terest and consistent with the protection
of investors and the purposes fairly In-

.tended by the policy and provisions of
the Act,

Notice is further given that any inter-
ested person may, not later than Septem-
ber 22, 1975, at 5:30 p.m., submit to the
Commission In writing a, request for a
hearing on the matter accompanied by a
statement as to the nature of his interest,
the reason for such request, and the Is-
sues, if any, of fact or law prbposed to be
controverted, or he may request that he
be notified if the Commission shall order
a hearing thereon. Any such communi-
cation should be addressed: Secretary,
Securities and Exchange Commission,
Washington, D.C. 20549. A copy of such
request shall be served personally or by
mail (air mail If the person being served
is located more than 500 miles from the
point of mailing) upon Applicant at the
address stated above. Proof of such serv-
ice (by affidavit, or In case of an attorney-
at-law, by certificate) shall be filed con-
temporaneously with the request, As pro-
vided by Rule 0-5 of the Rules and Regtt-
lations promulgated under the Act, an
order disposing of the application will be
issued as of course following said date
unless the Commission thereafter orders
a hearing upon request or upon the Com-
mission's own motion. Persons who re-
quest a hearing, or advice as to whether
a hearing is ordered, will receive any no-
tices and orders Issued In this matter, in-
eluding the date of the hearing (if or-
dered) and any postponements thereof.

For the Commission, by the Division of
Investment Management Regulation,
pursuant to delegated authority.

GEORGE A. FrTzsnz oNs,
Secretary.

[FR Doc.75-23258 Flied 0---75;8:45 am]

[Rel. No. 34--11621; File No. BR-PSE-75-1I

PACIFIC STOCK EXCHANGE INC.
Proposed Rule Chango

Pursuant to Section 19(b) (1) of the
Securities Exchange Act of 1934, 16
U.S.C. 78s(b) (1), as amended by Pub. L.
No. 94-29, 16 (June 4, 1975), notice Is
hereby given that on August 25, 1975, the
above-mentioned self-regulatory orga-
nization filed with the Securities and
Exchange Commission a proposed rule
.change as follows:
STATEMENT OF THE TERMS OF SUDSTAZICe

OF THE PROPOSED RULE CMxANGE

The proposed rule change would amend
the Constitution of the Pacific Stock Ex-
change Incorporated ("PSE ") to increase
the number of authorized memberships
from 220 to 742, with the newly author-
ized memberships to be sold by the Board
of Governors only in accordance with the
Options Funding Plan of 1975. Pursuant
to the amendment, and to the Options
Funding Plan of 1975 which Is incor-
porated by reference in the amendmentA

1. 522 new treasury memberships
would be authorized.
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2. 9i of these memberships would be
offered for sale at $10,000 each to per-
sons or firms not presently PSE members.

3. 214 of these memberships would be
offered for sale at $5,000 each to existing

- PSE members and member firms.
4. 214 of these memberships would be

offered for sale at $5,000 each to the
purchasers of the memberships referred
to in paragraph 3 above.

5. The purpose of the authorization
and sale of these memberships is to
provide requisite financing for beginning
options trading on a separate options
floor and to provide an adequate number
of -memberships for use in options
trading.

6. The Board of Governors of PSE
plans to require that all trading on the
Options Trading Floor be restricted to
members only, and has interpreted PSE's
Constitution and Rules as prohibiting
a member trading on the Options Trad-
ing Floor from having a floor representa-
tive on either of PSE's equity floors, with

Athe practical result that existing mem-
bers who desire to participate in options
trading will need additional member-
ships.

7. The 94 memberships to be offered
non-members, after the expiration of the
offering to non-members, would be avail-
able for sale at the discretion of the PSE
Board of Governors ("Board"), and the
unsold portion of the 428 other new
memberships, after the expiration of
one year from the commencement of
6ption trading on the PSE, would lie
available for sale at the.discretion of the
Board, subject to the Board's stated
policy that sales would be-made only in
circumstances when an excessive imbal-
ance of sugpply and demand existed and
the Board determined it to be in the
best interests of the memberships of
the PSE.

8. All sales of treasury' memberships
made during the offering period that will
precede the commencement of options
trading are contingent upon receiving
Securities and Exchange Commission ap-
proval of the PSE Options Trading Plan
and upon sale of a number of member-
ships, at least sufficient to raise a sum
that, in. the opinion of the Board, will
meet the requirements for funding PSE's
costs in beginning options trading, so
that -if these contingencies are not met
the sales would be cancelled and the
Board's authority to sell the 522 new
,memberships would be terminated.
" 9. All funds received from the sale of
treasury memberships during the offer-
Ing period will be held In a special segre-
gated account, and if either of the con-
tingencies referred to in paragraph 8
above are not met, such funds would be
returned.

STATEMENT OF BAsIS AND PURPOSE

The basis and purpose of the foregoing
proposed rule change Is as follows:

The purpose of the proposed rujle

change is to authorize sufficient addi-
tional memberships so that there will be
an adequate number of memberships for
use in options trading and so that,
through sale of these additional mem-
berships, sufficient funds will be pro-
duced to finance the beginning of options
trading on PSE.

The proposed rule change, by substan-
tially increasing the number of author-
-ized memberships in the PSE, substan-
tially increases the ability of any regis-
te'red broker or dealer, or natural person
associated with a registered broker or
dealer, to become a member of PSE. This
is particularly true since the Options
Funding Plan provides that theze mem-
berships are to be offered for sale at rel-
atively low prices ($10,000 for the 94
memberships to be offered to nonmem-
bers and $5,000 for the 428 memberships
to be available to members).

The proposed rule change, by facill-
tating the development of an options
trading facility on PSE, contributes to
competition in options trading and thus
to the perfection of a free and open mar-
ket in options.

A special meeting of PSE members has
been called to vote on the proposed rule
change and any member who desires to
do so will be allowed to comment orally
at that meeting. Proxies are being so-
licited by the Board of Governors for
votes for or against the proposed rule
change. Apart from th, comments are
not being solicited.

The proposed rule change will not im-
pose any burden on competition. Rather
the proposed rule change will encourage
competition. It will do this both by fa-
cilitating the development of a compet-
ing facility for trading options and by
facilitating the entry of persons and
firms into the business of trading securi-
ties on PSE.

Within 35 days of the date of publica-
tion of this notice in the FEDERAL REG-
isTER, or within such longer period (I)
as the Commission may designate up to
90 days of such date if It finds such longer
perod to be appropriate and publishes
Its reasons for so finding or (i) as to
which the above-mentioned self-regula-
tory organization consents, the Com-
mission will:

(A) by order approve such proposed
rule change, or

(B) institute proceedings to determine
whether the proposed rule change should
be disapproved.

Interested persons are invited to sub-
mit written data, views and arguments
concerning the foregoing. Persons desir-
ing to make written submissions should
file 6 copies thereof with the Secretary
of the Commission, Securities and Ex-
change Commission, Washington, D.C.
20549. Copies of the filing with respect to
the foregoing and of all written submis-
slons will be available for Inspection in
the Public Reference Room, 1100 L
Street, N.W., Washington, D.C. Copies of

such filing will also be available for in-
spection at the principal office of the
above-mentioned self-regulatory organi-
zation. All submissions should refer to
the file number referenced in the cap-
tion above and should be submitted on
or before October 3,1975.

For the Commission by the Division of
Market Regulation, pursuant to dele-
gated authority.

[smA] Gzoran A. Fxrzsnnoxs,
Secretary.

AUGUST 28,1975.
[FR Doc.75-23281 Filed 9-2-75;8:45 am]

SMALL BUSINESS ADMINISTRATION
[SBLC ITo. 0002]

CAPCO SECURITIES, INC.
Application To Become Eligible as a Small

. Business Lending Company
Notice is hereby given concerning the

filing of an application with the Small
Business Administration (SBA) pur-
suant to Section 120.4(b) of the Reg-ua-
tions governing small business lending
companies (SBLC's) (13 C.P..R, Section
120.4(b) (1975)), under the name of
CAPCO Securities, Inc., 1025 Connecticut
Ave., N.W., Washington, D.C., 20036. to
become eligible to operate as an SBLC
under the provisions of the Small Busi-
ness Act (the Act), as amended (15

•U.S.C. 634 and 636).
CAPCO SecUrities, Inc., will be a

wholly owned subsidiary of CAPCO, Inc.,
of the same address. Officers, directors,
and principal stockholders of CAPCO,
Inc., are as follows:

Percnt

Rabert A. Pcdta, m5S chabnnam=o <10
Nortb I.. ke Shem Dr., bcnrCht=,o, U1.00611

ncirlbad P. Witney, 33 rz afient =nd <10
Cushing St, Prov- dIkccro
d=re. U.J. 4 "

R~cbmzrdT. LtDeent0 VIce Inwkldrt <0
Barney's Joy Rd., andtracarmD-artmouth. Mb.Ce t.

Tauh H. Altefer, 7405 DImre __. 19North Ed-cwHYd Dr.,
PerriL 61 .

Andrpwion Ibn addoth C
AUo d. Praton 013ZI0

1rice r. reed, 4 d2 Stckhodr , 27
Pine of1 Dr., sackn,

CbsJoha.3o thCompny on
hEM Rd-. Cororam,
Z12=a. ~OGM

Ofmlcers and directors of CAPCO, Inc,
own 467 of the voting securities of that
corporation. In addition, the Chicago
Corporation. of which M. Podesta is an
officer, director, and stockholder owns
9%'o of the stock of CAPCO, Inc. Mr.
Podesta disclaims any beneficia Interest
in the shares-of the Company owned by
the Chicago Corporation.

Officers, directors, and principal stock-
holders of CAPCO Securities, Inc., are as.
follows:
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Percent
Name Title of voting

securitle

1lobrt A. Podesta, 505 Chahrman of
North Lake Shore Dr., board.
Chicago 1IL 001L

Richard P. Whitney, 33 PresIdeat and - -...-.

Cushing St., Provl. director.
donce, R.L 02006.

lichmond T. Leson, Vice predent ------
569 Barney's loy Rd., and treasurer.
Dartmouth, M3ass.
02714.

7ohn IL Altorfar 7405 Director ...................-
North Edgowild Dr.,
Peoria, 111. 61614.

OAPCO, Inc., 1025 Con- -------------------- 100
necticut Ave. NW.,
Washington, D.C. 20030.

Messrs. Podesta, Whitney, and Altorfer
have previously held significant positions
in the Federal Government. Mr. Podesta
was Assistant Secretary of Commerce for
Economic Development from February
1969 to January 1973. Mr. Whitney, from
March 1970 until March 1973, served as
Assistant to the Secretary of Commerce
and as a Vice President of Finance of the
Overseas Private Investment Corpora-
tion. From February 1971 until January
1972, Mr. Altorfer was Special Assistant
to the Secretary of Commerce.
, CAPCO Securities, Inc., will begin op-

erations with a minimum initial capi-
talization of $500,000, which will be
derived from part of the proceeds of a
private securities offering by CAPCO,
Inc., the SBLC's parent. CAPCO Securi-
ties, Inc., will operate in the District of
Columbia, elsewhere in the Middle Atlan-
tio States, in New England, and In the
East North Central States, with its prin-
eipal'office in the District of Columbia. A
branch office is planned to be opened in
Boston, Massachusetts at an address as
yet undecided.

Matters involved in SBA's considera-
tion of the application include the gen-
eral business reputation and claracter
of the proposed owners and manage-
ment and the probability of successful
operations of the new company under
their management, including adequate
profitability and financial soundness, In
accordance with the Act and Regula-
tions.

Notice is further given that any inter-
ested person may, not later than fifteen
(15) days from the date of publication
of this Notice, submit to SBA, in writ-

A ing, relevant comments on the proposed
company.

Any communication should be ad-
dressed to: Director, Office of Program
Development, Small Business Adminis-
tration, 1441 "L" Street, N.W, Washing-
ton, D.C. 20416.

A copy of this Notice shall be pub-
lished in a newspaper of general circu-
lation in Washington, D.C., and Boston,
Massachusetts.

Dated: August 27, 1975.
PETER F. MONEISH,

Director,
Offce ol Program Development.

[R Do= 75-23256 Filed 9-2-75;8:45 am]

UNITED STATES RAILWAY
ASSOCIATION

[USRA Docket No. 76-17"

ERIE LACKAWANNA RAILWAY CO.
Proposed Interim Discontinuance of

Passenger Service
The Trustees in Bankruptcy of the

Erie Lackawanna Railway Company
("Erie") propose to discontinue com-
muter trains Nos. 28 and 29 operated by
the railroad and have made a request to
the United States Railway Association
("USRA") for the authorization required
for that purpose under Section 304(f)
of the Regional Rail Reorganization Act
of 1973 ("the Act"), Pub. L. 93-236.

Section 304(f) provides:
After [January 2, 19741, no railroad In re-

organization may discontinue service or
'abandon any line of a railroad other than in
accordance with the provisions of [the Act],
unless It Is authorized to do so by the As-
sociation and unless no affected State or local
or regional transportation authority reason-
ably opposes such action, notwithstanding
any provision of any other Federal law, the
constitution or law of any State, or deci-
sion or order of or the pendency of any pro-
ceeding before any Federal or State court,
agency, or authority.

The trains sought to be discontinued
-operate between Cleveland and Youngs-
town, Ohio, a distance of 66.2 miles, and
constitute the only present rail passenger
service between these points. Stations
served include Cleveland Union Termi-
nal, East 55th Street, Lee Road, North
Randall, Solon, Geauga Lake, Aurora,
Mantua, Jeddoe, Garrettsville-Hiram,
Warren, Niles, and Youngstown, Ohio.

In support of its request, the Erie
alleges that:

1. It must spend $3.00 in expenses for
each $1.00 of gross revenues earned from
providing the service.

2. It currently loses about $604.00 per
trip.

3. Alternate public transportation is
available within the Cleveland City Lim-
its from the Cleveland Transit System;
between Cleveland, Warren, and Youngs-
town and between Cleveland and North
Randall from Greyhound Bus Lines. In
addition, Cleveland Sotitheastern Trails
has previously indicated an intent to fur-
nish comparable commuter service be-
tween Aurora and Cleveland in the event
the trains are discontinued.

This request is accompanied by exhib-
its providing more detailed information.

Pursuant to Section 304(f) of the Re-
gional Rail Reorganization Act, USRA
is publishing this notice upon receipt of
the railroad's application. To assist
USRA in its analysis and disposition of
this request, all affected or interested
parties are invited to submit written
statements, views, arguments or com-
ments either favoring or opposing the
discontinuance proposal.

Any such submissions must identify,
by its Docket No., the request to which
It relates, and must be filed with the
Docket Clerk, United States Railway As-

sociation, Room 2222, Trans Point Build-
ing, 2100 Second Street, S.W., Washing-
ton, D.C. 20595, by October 15, 1975, to
enable timely consideration by USRA.
The docket containing the original ap-
plication and all submissions received
shall be available for public inspection at
that address and at the offices of the
Ohio Department of Transportation, Di-
vision of Urban Mass Transportation, 25
South Front Street, Columbus, Ohio, be-
tween 8:00 am. and 5:00 pm., Monday
through Friday, the offices of the Public
Utilities Commission of Ohio, 111 North
High Street, Columbus, Ohio, between
9:00 a.m. and 5:00 p.m., Monday through
Friday, and at the Qffilces of the Railroad,
Law Department, 1336 Midland Building,
.101 Prospect Avenue, Cleveland, Ohio,
and Superintendent's Office, 508 Binama
Building, Youngstown, Ohio, between
9:00 a.m. and 5:00 pm., Monday through
Friday.

In addition to this publication, Erie
shall, by September 1, 1975, make avail-
able a copy of this notice and invitation
for written submission to each labor
union whose members are employed In
providing passenger service on that part
of its line. It shall also post and promi-
nently display a copy of this notice on
each passenger train car and on each
station on the line, continually during
the period from September 1, 1975 to
October 15, 1975.

This action is taken pursuant to Sec-
tion 304(f) of the Regional Rail Reorga-
nization Act of 1973, as amended, P.L,
93-236.

The Associatl6n will consider the appli-
cation in the light of the public com-
ments received and the requirement3 and
purposes of the Act before rendering a
decisloxr on the merits of the request to
discontinue the subject passenger serV-
ice. The Association will deny any appli-
cation which a State or local or regional
transportation authority reasonably op-
poses, or where the authorization re-
quested is inconsistent with the require-
ments and purposes of the Act; It will
grant the application if that action is
consistent with the requirements and
purposes of the Act.

Dated at Washington, D.C. this 20th
day of August, 1975.

JAwrs A. HAOEN,
President,

United States Railway Association,
IFR Doc.75-23277 Filed U-2-750:45 am]

DEPARTMENT OF LABOR
Occupational Safety and Health

Administration
NORTH CAROLINA STANDARDS

-Notice of Approval
1. Backgrount. Part 1953 of Title 29,

Code of Federal Regulations preserlbea
procedures under section 18 of the Occu-
pational Safety and Health Act of 1070
(29 U.S.C. 667) (hereinafter called the
Act) by which the Assistant Regional

FEDERAL REGISTER, VOL 40, NO. 171-VWEDNESDAY, SEPTEIABER 3, 1975

40598



NOTICES

Director for Occupational Safety and
Health (hereinafter called the Assistant
Regional Director) under a delegation
of authority from the Assistant Secretary
of Labor for Occupational Safety and
Health (hereinafter called the Assistant
Secretary) (29 CFR 1953.4) will review
and approve standards promulgated pur-
suant to a State plan which has been
approved in accordance with section
18(c) of the Act and 29 CFR Part 1902.
On February 1, 1973, notice was pub-
lished in the FEDERAL REGISTER (39 FR
3041) of the approval of the North Caro-
lina plan and the adoption of Subpart
I to Part 1952 containing the decision.

The North Carolina plan provides for
the adoption of Federal standards, as
State standards by reference and addi-
tional State standards whichare at least
as effective as comparable Federal stand-
ards promulgated under section 6 of the
Act. Section 1952.150(a) of Subpart I
,provides for the development and pro-
miulgation of additional laws and orders

- In all places of employment in the State.
By letter dated January 27, 1975, from
W. C. Creel, Commissioner of Labor,
North Carolina Department of Labor to
Donald E. MacKenzie, Assistant Regional
Director, and Incorporated as a part of
the plan, the State submitted standards
for'"Shops Fabricating Structural Steel
and Steel Plate." These standards were
promulgated by the State following hear-

Jngs on December. 11, 1974, at Raleigh,
North Carolina pursuant to the North
Carolina Occupational Safety and Health
Act of 1973 (Chapter 295, General
-Statutes).2. Decision; Having reviewed the State
submission in comparison with Federal
standards, it has been determined that
the State standards are at least as effec-
tive as comparable, Federal standards
and are hereby approved. These stand-
ards incorporate several standards de-
veloped by the American National Stand-
ards Institute (ANSI) and repromulgate
for the fabricating structural steel and
steel plate industries some of the general
industry standards already promulgated
by the State and approved by the Assist-
ant Regional Director.

3. Location of Supplement-for Inspec-
tion and Copying; A copy of the stand-
ard supplement, along with the approved
plan, may be inspected and copied dur-
ing normal business hours at the follow-
ing locations: Office of the Commissioner
of Labor, North Carolina Department of
Labor, 11 -West Edenton, Raleigh, North
Carolina 26711; Office df the Assistant
Regional Director, Suite 587, 1375 Peach-
tree Street, N.E., Atlanta, Georgia 30309;
and Office of the Associate Assistant Sec-
retary for Regional Programs, Room
N3603, 200 Constitution Avenue, Wash-
ington, D.C. 20210.

4. Public Participation. Under 29 CPR
1953.2(c) the Assistant Secretary may
prescribe alternative procedures to ex-
pedite the review process or for other
good cause which may be consistent with
applicable laws. The Assistant Secretary
finds good cause exists for notpublishing

the supplement to the North Carolina
State plan as a proposed change and
making the Assistant Regional Director's
approval effective on publication for the
following reasons:

1. The State standard incorporates ex-
isting Federal standards and consensus
standards related to the fabrication of
steel.

2. The standards were adopted In ac-
cordance with procedural requirements
of State law and further participation
would be unnecessary.

This decision is effective September 3,
1975.
(Sec. 18, Pub. L. 91-806, 84 Stat. 1608 (29
U.S.C. 667)) Signed at Atlanta, Georgia, this
29th day of July. 1975.

DONALD E. MAcKCNz=,
Assistant Regional Director.

[FR Doc.75-23218 Filed d-2-75;8:45 am]

INTERSTATE COMMERCE
COMMISSION

[Fourth Rev. Eomption No. 891
PLAIN BOXCARS OF 40-FT.

-Exemption Under Provision of Rule 19 of
the Mandatory Car Service Rules Or-
dered in Ex Parte No. 241
]It appearing, That the U.S. railroads

own numerous 40-ft. plain boxcars; that
under present conditions, there are sub-
stantial surpluses of these cars on the
lines of the car owners; that return of
these cars to the car owners would result
in their being stored Idle on, these lines;
that such cars can be used by other car-
riers for transporting traffic offered for
shipments to points remote from the car
owners; and that compliance with Car
Service Rules 1 and 2 prevents such use
of plain boxcars, resulting in unnecessary
loss of utilization of such cars.

It is ordered, That pursuant to the
authority vested in me by Car Service
Rule 19, plain boxcars of railroad owner-
ship described in the Official Railway
Equipment Register. LC.C. RE.L No.
396, issued by W. J. Trezise, or successive
issues thereof, as having machinical des- I
Ignation "XM", with inside length 44 ft. I
6 in. or less, and which hear the reporting I
marks assigned to United States rail- I
roads, shall be exempt from the provi- c
slons of Car Service Rules 1(a). 2(a), and
2(b). (See Exceptions 1, 2 said 3) t

Exception No. 1: This exemption does I
not supersede United States customs reg- 0
ulations applicable to cars owned by Ca-
nadian or Mexican railroads.

Exception No. 2: This exemption shall
not apply to cars subject to service orders
Issued by the Interstate Commerce Com-
mission or to Directives issued by the Car t
Service Division of the Association of 1
American Railroads, restricting the use s
of designated cars. t

Exception No. 3: This exemption shall I
not apply to 40-ft, boxcars owned by the
railroads named below:

Burlington Northern Inc., Reporting i
Marks: BN, CBQ, GN, NP, SPS. C

40599

Chicago, Milwaukee, St. Paul and
Pacific Railroad Compahy, -Reportlng.-
Marks: MILW.

The Kansas City Southern Railway
Company, Reporting Marks: HKCS.

Louisana & Arkansas Railway Com-
pany, Reporting Marks: LA.
SOO Line Railroad Company, Report-

ing Marks: SOO.
Effectfve August 22,1975.
Expires September 15,1975.
Issued at Washington, D.C., August

15, 1975.
INLsTA r Co nmc

Co~M3ssoN,
rs =-Li R. D.P'snmr,

Agent.
[FR Doc. 75-23338, Plied 9-2-75; 8:45 am]

[Amdt. No. to Fourth Rev. Exemption
No. 991

EXEMPTION UNDER PROVISION OF RULE
19 OF THE MANDATORY CAR SERVICE
RULES ORDERED IN EX PARTE NO. 241
Upon further consideration of Fourth

Revised Exemption No. 99 Issued August
11, 1975.

It is ordered, That, under the author-
ity vested in me by Car Service Rule 19,
Fourth Revised Exemption No. 99 to the
Mandatory Car Service Rules ordered in
Ex Parte No. 241, be, and It. is hereby
amended to expire September 30, 1975.

This amendment shall become effec-
tive August 31, 1975.

Issued aP Washington, D.C., August
20, 1975.

INTERSTATE CoM.nmcz
CoMsszor,

[sEA I R. D. PrAHmL, "
Agent.

[FR Doc.75-23339 Filed 9-2-75;8:45 am]

lExemption No. 1oo0
EXEMPTION UNDER PROVISION OF RULE

19 OF. THE MANDATORY CAR SERVICE
RULES ORDERED IN EX PARTE NO. 241

-It appearing, That there is an emer-
gency movement of military impedi-
nenta from Kendala; New York, to Le-
and, North Carolina; that the origi-
nating carrier has insufficient system
:ars of suitable dimensions immediately
available for loading with this traffic;
hat sufficient cars of other ownerships
having suitable dimensions are available
on the lines of the originating carrier
md on Its connections; and that com-
plance with Car Service Rules 1 and 2
vould prevent the timely assembly and
ise of such cars.

It is ordered, That pursuant to the au-
hority vested in me by Car Service Rule
9, the Car Service Division of the As-
ociation of American Railroads Is an-
horized to direct the movement to the
ehligh Valley Railroad Company
Robert C. Haldeman, Trustee), the rail-
oads designated by the Car Service Divi-
ion are authorized to move to, and the
oehigh Valley Railroad Company
Robert C. Haldeman, Trustee), is au-
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thorized to accepk assemble, and load,
not to exceed one hundred-fifty (150)
empty cars, with military impedimenta
from Kendala, New. York, to Leland,
North Carolina. regardless of the provi-
sions of Car Service Rules 1 and 2./

Effective August Z1, 1975.

Expires September 10, 1975.

Issued at Washington, D.C., August 15,
1975.

INTERSTATE CO-ERCE
Co.MSSION,

[SEAL] R. D. PFAHLER.
Agent.

[FR Doc.75-23340 Filed 0-2-75;8:45 am]

IRREGULAR-ROUTE MOTOR COMMON
CARRIERS, OF PROPERTY-,LIMINA-
TION OF GATEWAY LETTER NOTICES

AUGUST28, 1975. -

The following letter-notices of pro-
posals to eliminate gateways for the pur-
pose of reducing highway congestion,
alleviating air and noise pollution, min-
imizing safety hazards, and conserving
fuel have been filed with the Interstate
Commerce Commission under the Com-
mission's Gateway Elimination Rules (49
CFR 1065). and notice thereof to all in-
terested persons is hereby given as pro-
vided in such rules.

An original and two copies of protests
against the proposed elimination of any
gateway, herein described may be filed
with the Interstate Commerce Commis-
sion within 10 days from thp date of this
)ublication. A copy must also be served
upon applicant or its representative. Pro-
tests against the elimination of a gate-
way will not operate too stay commence-
ment of the proposed operation.

Successively filed letter-notices of the
same carrier under these rules will be
numbered consecutively for convenience
in'identiflcation. Protests, if any, must
refer to such letter-notices by number.

No. MC 1380 (SUb-No. E3), filied May
13. 1974. Applicant: COLONIAL MOTOR
FREIGHT LINE, INC.. P.O. Box 5468,
High Point, N.C. 27262. Applicant's rep-
resentative: Max H. Towery (same as
above). Authority sought to operate as
a common carrier, by'motor vehicle, over
Irregular routes, transporting: General
commodities (except those of unusual
value, classes A and B explosives, house-
hold goods as defined by the Commission,
commodities in bulk, commodities requir-
Ing special equipment, and those injuri-
ous or contaminating to other lading);
(1) between points in that part of Ten-
nessee north of U.S. Thghway 421, on the
one hand, and, on the other, points in
thdt part of Virginia on and east of a
line beginning at the Virginia-North Car-
olina State line, thence along U.S. High-
way 17 to junction U.S. Highway 60,
thence along U.S. Highway 60 to the
Chesapeake Bay; (2) between points in
that part of Tennessee within 150 miles
of Charlotte, N.C. south of U.S. High-
way 421 and on and north oL a line be-
"ginning at the Tennessee-North Caro-
lina State line, thence along U.S. High-

way 23 to junction U.S. Hghway 11E,
thence along U.S. Highway lE to the
Virginia-Tennessee State line, on the
one hand, and, on the other, points in
that part of Virginia east of a line be-
ginning at the Virginia-North Carolina
State line, thence along Virginia High-
way 35 to junction Virginia Highway 40,
thence along Virginia Highway 40 to
junction Virginia Highway 10,, thence
along Virginia Highway 10 to the eastern
boundary of Prince George County
thence along the eastern boundary of
Prince George County to the eastern bor-
der of Charles City County, thence along
the eastern border of Charles City Coun-
ty to U.S- Highway 60, thence along U.S.
.Highway 60fto the Chesapeake Bay;

(3) Between points in that part of
Tennessee south of a line beginning at
the North Carolina-Tennessee State line,
thence along.U.S. Highway 70 to junc-
tion Tennessee Highway 107, thence
along Tennessee Highway. 107 to Green-
ville, Tenn., thence along U.S. Highway
liE'to the boundary line of points with-
in 150 miles of Charlotte, N.C., thence
along the 150 miles of Charlotte, N.C.,
boundary to the Virginia-Tennessee
State line, on. the one hand, and, on the
other, points in that part. of Virginia east
of a line beginning at the North' Caro-
lina-Virginia State line, thence along
U.S. Highway 501 to junction U.S. High-
way 360, thence along U.S. Highway 360
to junction U.S. Highway 60. thence
along U.S. Highway 60 to the Atlantic
Ocean; (4) between points in that part
of Virginia on and south of a line begin-
ning at- the Virginia-North Carolina
State line, thenee along U.S. Highway*
220 to junction U.S. Highway 58, thence
along U.S. Highway 58 to junction U.S.
Highway 360, thence along U.S. Highway
360 to junction U.S. Highway 60, thence
along U.S. Highway 60 to the Atlantic
Ocean, on the one hand, and, on the
other, points in that part of South Caro-
lina west of U.S. Highway 52 and with-
in 150 miles of Charlotte, N.a: (5) be-
tween points in that part of Virginia on
and bounded by a line beginning at the
Virginia-North- , Carolina State line,
thence along U.S. Highway 29 to Dan-
vfle, thence along U.S. Highway 360 to
Rudimend, thence along U.S. Highway
250 to Charlottesville, thence along U.S.
Highway- 29 to the point of beginning,
on the one, hand, and, on the other,
points in that part of South Carolina
which are within-150 miles of Charlotte,
N.C., and south and west of a line be-
ginning at the North Carolina-South
Carolina State line, thence along South
Carolina Highway 57 to Fork, thence
along South Carolina Highway 41 to
junction U.S..Highway 501, thence along
U.S. Highway 501 to the Atlantic Ocean;
(6) between points in that part of Vir-
ginia on. and bounded by a line begin-
ning at the Virginia-North Carolina
State line, thence along U.S. Highway
29 to Charlottesville, thence along U.S.
Highway 250 to Staunton, thence along
U.S. Highway 11 to junction U.S. High-
way 21, thence along U.S. -Highway 21
to the Virginia-North Carolina State
line, thence along the Virginia-North

Carolina State line to the point of be-
ginning, on the one hand, and, on the
other, all points in South Carolina with-
in 150 miles of Charlotte, N.C.;

(7) Between points In that part of
Virginia on and south of a line begin-
ning at the North Carolina-Virginia
State line, thence along U.S. Highway 21
to junction U.S. Highway 11, thence
along U.S. Highway 11 to the North Caro-
lina-Virginia State line, on.the one hand,
and, on the other, points in that part of
South Carolina west of a line beginning
at the North Carolina-South Carolina
State line, thence along U.S. Highway
321 to Chester, thence along South Caro-
lina Highway 121 to Saluda, thence along
U.S. Highway 378 to the Georgia-South
Chrolina line; (8) between points in that
part of Virginia east of a line beginning
-at the North Carolina-Virginia State
line, thence along U.S. Highway 17 to
junction U.S. Highway 60, thence along
U.S. Highway 60 to the Atlantic Ocean
and points on U.S. Highway 60 between
Norfolk and Williamsburg, Va., Includ-
ing Williamsburg, on the'one hand, and,
on the other, points in that part of North
Carolina within 150 miles of Charlotte,
N.C., and on and west of D line beginning
at, the North Carolina-South Carolina
States line, thence along North Carolina
Highway 18 to junction North Carolina
Highway 10, thence along North Carolina
Highway 10 to junction North Carolina
Highway 127, thence along North Caro-
line Highway 127 to Junction U.S. High-
way 70 thence along U.S. Highway 70 to
Junction North Carolina Highway 160,
thence along North Carolina Highway 16
to Junction U.S. Highway 421:, thence
along U.S. Highway 421 to the North
Carolina-Tennessee State line: (9) be-
tween points in Virginia bounded by a
line beginning. at the North Carolina-
Virginia State line, thence along U.S.
Highway 501 to South Boston, Va.,
thence along U.S. Highway 360 to Rich-
mond (serving. all points In said high-
ways comprising the western boundary),
thence along U.S. Highway 60 to Jun-
tion U.S. Highway 17. thence along U.S.
Highway L7 to the North Carolina-Vir-
ginia State line (serving no point on said
highways comprising the eastern bound-
ary) on the one hand, and, on the other,
points in that part of North Carolina
within 150 miles of Charlotte, N.C.. and
west of a line beginning at the North
Carolina-South Carolina State line,
thence along North Carolina Highway 18
to junction North Carolina WIghway 10,
thence along North Carolina Highway 10
to junction U.S. Highway 127, thence
along U.S. Highway 127 to Junction U.S,
Highway 321; thence along U.S. Highway
321 to junction U.S. Highway 221, thence
along U.S. Highway 221 to the Tennes-
see-Virginia State line;

(10) Between points InVlrginiaon U.S.
Highway 250 between Staunton and
lfchmond (including Staunton but not

including Richmond), on the one hand,
and, on the other, points in that part
of North Carolina within 150 miles of
Charlotte;-N.C., and west of a line begin-
ning at the North Carolina-South Caro-
lina State line, thence along North Care-
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lina Highivay 18 to junctidn North Caro- No. MC 8535 (Sub-E42), filed July 16,
lina Highway 10, thence along North 1975. Applicant: GEORGE TRANSFER,
Carolina Highway 10 to junction U.S. P.O. Box 500, Parkton, Md. 21120. Appli-
Highway 127, thence along U.S. Highway cant's representative: James B. Nestor
127 to junction U.S. Highway 321, thence (same as above). Authority sought to
along U.S. Highway 321 to junction U.S. operate as a common carrier, by motor
Highway 221, thence along Highway 221 vehicle, over irregular routes, transport-
to the Tennessee-Virginia State liae; ing: Aluminum and aluminum products,
(11) between points in Virginia bounded requiring rigging, special equipment or
by a line beginning at the North Caro- specialized handling, from points in Ken-
lina-Virginia State line, thence along tucky, west of Oldham, Shelby, Spencer,
U.S. Highway 501 to South Boston, Va., Nelson, Marion, Taylor, Adair, Russell,
thence along U.S. Highway 360 to Rich- and Wayne Counties, to points in Con-
mond, thence along U.S. Highway 250 to necticut, Massachusetts, Rhode Island,
Staunton, thence along U.S. Highway 11 and Vermont. The purpose of this filing
ti Roanoke, thence along U.S. Highway is to eliminate the gateway of points In
220 to the North Carolina-Virginia State Hancock County, Kentucky.
line, serving points on U.S. Highway 220, No. MC 31462 (Sub-No. E40), filed
on the one hand, and, on the other, points May 13, 1974. Applicant: PARAMOUNT
in that part of North Carolina on and MOVERS, INC., P.O. Box 309, Lancaster,
west of U.S.-Highway 25; (12) between Tex. 75146. Applicant's representative:
points in Virginia bounded by a line be- I. L. Rork (same as above). Authority
ginning at the Virginia-North Carolina sought to operate as a common carrier,
State line, thence along U.S. Highway 21 by motor vehicle, over irregular routes,
to Wytheville, thence along U.S. Highway transporting Household goods, as defined
11 .to Bristol, Va., thence along the North by the Commission, between points in
Carolina-Virginia State line to the point Arkansas on and north of a line begin-
of beginning, on the one hand, and, on ning on the Mississippi River and Mera-
the other, points in North Carolina east phis, Arkansas, on Interstate Highway
of U.S. Highway 1 that are within 150 55, thence along Interstate Highway 55
miles of Charlotte, N.C. The purpose of to junction U.S. Highway 70, thence
his filing is to eliminate the gateway of along U.S. Highway 70 to Junction U.S.
Charlotte, N.C. Highway 79, thence along U.S. Highway

No. MC 8535 (Sub-E40), filed July 16, 79 to junction Arkansas Highway 1,
1975. Applicant: GEORGE TRANSFER, thence along Arkansas Highway 1 to
P.O. Box 500, Parkton, Md. 21120. Applt- junction U.S. Highway 49. thence along
cant's representative: James B. Nester U.S. Highway 49 to junction Arkansas
(same as above). Authority sought to op- Highway 1, thence along Arkansas High-
erate as a common carrier, by motor ye- way 1 to Junction Arkansas Highway 54,
hicle, over irregular routes, transporting: thence along Arkansas Highway 54 to
Aluminum and aluminum products, from junction U.S. Highway 65, thence along
points in Alabama, west of the counties U.S. Highway 65 to.junction Arkansas
of Jackson, De Kalb, Etowah, Calhoun, Highway 4, thence along Arkansas High-
Cleburne, Clay, Coosa, Elmore, Mont- way 4 to Junction Arkansas Highway 15,
gomery, Crenshaw, and Covington, to thence along Arkansas Highway 15 to El
points in Connecticut, Massachusetts, Dorado, Ark., thence along El Dorado to
Rhode Island, and Vermont. The purpose Junction U.S. Highway 167, thence along
of this filing is to eliminate the gateway U.S. Highway 167 to the Arkansas-
of the facilities of National Southwire Louisiana State line, on the one hand,
Aluminum Co., Southwire Company, and and, on the other, points In North Caro-
National Aluminum Corporation, at or lina. The purpose of this fing is to
near Haweivifle, Ky. eliminate the gateways of Cairo, Ill., and

points within 25 miles thereof, and points
No. MC 8535 (Sub-E41), filed July 16, in Tennessee and Georgia.

1975. Applicant: George Transfer, P.O.
Box 500, Parkton, Md. 21120. Applicant's No. MC 31462 (Sub-No. E76), filed
representative: James B. Nestor (same as May 13, 1974. Applicant: PARAMOUNT
above). Authority sought to operate as a MOVERS, INC., P.O. Box 309, Lancaster,
common carrier, by motor vehicle, over Tex. 75146. Applicant's representative:
Irregulai- routes, transporting: Alumi- R. L. Rork (same as above). Authority
num and aluminum products, from sought to operate as a common carrier,
points in Jackson County, Alabama on, by motor vehicle, over irregular routes,
south, or west of a line beginning at the transporting: Household goods, as de-
Tennessee-Alabama State line and ex- fined by the Commission, between points
tending along Alabama Highway 65 to in Georgia, on the one hand, and,-on the
junction Alabama Highway 146, thence other, points in Montana. The purpose Of
along Alabama Highway 146 to junction this filing is to eliminate the gateways
Alabama Highway 79, thence along Ala- ° of points In Tennessee, Cairo, Ill., and
ba-m Highway 79 to junction Alabama points within 25 miles thereof; Burling-
Highway 35, and thence along Alabama ton, Iowa, and points within 50 miles
Highway 35 to the Jackson-De Kalb thereof; Alden, Minn., and points within
County line, to points in Connecticut, 35 miles thereof; and Williston, N. Dak.,

SMassachusetts, Rhode Island, and Ver- and points in North Dakota within 200
mont. The purpose of this filing is to miles of Williston.
eliminate the gateway of the facilities of No. MC 31462 (Sub-No. E188), filed
National Southwire Aluminum Co., at or May 13. 1974. Applicant: PARAMOUNT
near Hawesville, Ky. MOVERS, INC., P.O. Box 309, Lancaster,

Tex. 75146. Applicant's representative:
B. L. Rork (same as above). Authority
sought to operate as a common carfer ,
by motor vehicle, over irregular- routes,
transporting: Househozd goods, as de-
fined by the Commission, between points
in Iowa on, south, and east of a line be-
ginning at the Iowa-lMnnesota Stateline
oft U.S. Highway 59, thence along U.S.
Highway 59 to junction US. Highway 30,
thence along U.S. Highway 30 to the
Iowa-Nebraska State line, on the one
hand, and. on the other, points in Kan-
sas. The purpose of this filing is to elimi- -
nate the gateways of Omaha, Nebr., and
points in Nebraska within 100 miles of
Omaha, and Kansas City, Mo., and points
within 30 miles.

No. MC 31462 (Sub-No. E306), filed
May 13, 1974. Applicant: PARAMOUNT
MOVERS, INC., P.O. Box 309, Lancas-
ter, Tex. 75146. Applicant's representa-
tive: R. L. Rork (same as above). Au-
thority sought-to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Household goods,
as defined-by the Commission, between
points In Mississippi, on the one hand,
and, on the other, points in New Hamp-
shire. The purpose of this filing is to
eliminate the gateways qf Cairo, i., and
points within 25 miles thereof, Ft.
Wayne, Ind., and points in Indian with-
in 40 miles of Ft Wayne, and Hoosick.
Falls, N.Y.

No. MC 45736 -(Sub-E3), filed June
3, 1974. Applicant: GUIGNORD
FREIGHT LINES, INC., P.O. Box 26067,
Charlotte, N.C. 28213. Applicant's repre-
sentative: Edward G. Villalon, Suite
1032, 13th & Pennsylvania Ave. NW.,
Washington, D.C. 20004. Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,*
transporting: General commodities, ex-
cept those of unusual value, classes A and
B explosives, household goods as defined
by the Commission, commodities in bulk,
and commodities requiring special equip-
ment; (1) between points in Kentucky
located within 225 miles of Concord, N.C.,
on the one hand, and, on the other,
points in South Carolina east of a line
beginning at the North Carolina-South
Carolina State line and extending along
U.S. Highway 21 to junction U.S. High-
way 321, to Junction South Carolina
Highway 3. to Junction U.S. Highway
301, to the South Carolina-Georgia State
line (Concord, N.C.) *; (2) between
points In Virginia within 225 miles of
Concord, N.C.. which are east of Vir-
ginia Highway 16. on the one hand, and,
on the other, points in South Carolina
(except Marlboro, Dillon, Marion, Horry,
and Georgetown Counties) (Concord,
N.C.)*; (3) between points in Virginia
within 225 miles of Concord, N.C., which
are east of Virginia Highway 16, on the
one hand, and, on the other, Savannah,
Ga. (Concord, N.C., and Sumter County,
S.C.) '; (4) between points in Virginia
on and south of a line beginning at the
Atlantic Ocean and extending along US.
Highway 60 to junction U.S, Highway
250, to junction U.S. Highway 11, to

FEDERAL REGISTER, VOL 40, NO. 171-WEDNESDAY, SEPTMBER 3, 1975

40601



NOTICES

junction Virginia Highway 16 to the Vir-
ginia-North Carolina State- line, on the
one hand, and, on the other, (A) points
in South Carolina. (except Marlboro, Dil-
lon, Marion, Iorry, and Georgetown
Counties) (Concord and Charlotte,
N.C.) *, (B) points in Georgia within 225
miles of Concord, N.C. (Concord, N.C.) *,
(C) Savannah, Ga. (Concord and, Char-
lotte, N.C., and Sumter, S.C.) *. The p'ur-
pose of this filing ig to eliminate the gate-
ways indicated by asterisks above.

No. MC 45736 (Sub-E4), filed June 3,
1974. Applicant: GUIGNORD FREIGHT
LINES, INC., P.O. Box 26067, Charlotte,
N.C. 28213. Applicant's representative:
Edward G. Villalon, Suite 1032, 13th &
Pennsylvania Ave. NW.; Washington,
D.C. 20004. Authority sought to operate
as a common carrier, by motor vehicle,
over irregular routes, transporting: Gen-
eral commoiit"ies, except those of un-
usual value, classes A' and B explosives,
household goods as defined by the Com-
mission, commodities in bulk, and com-
modities requiring special equipment; (1)
between points in West Virginia within
225 miles- of Concord, N.C., on the one
hand, and, on the other, (A) points in
South Carolina (Concord, N.C.) *, (B)
Savannah, Ga. (Concord, N.C., and Sum-
ter County; S.C.)- ; (2) between points
in Kentucky and West Virginia located

.within 225 miles of Concord, N.C., on the
one hand, and, on the other, Savannah,
Ga. (Concord, N.C., and Sumter County,
S.C.) *. The purpose of this filing is to
eliminate the gateways indicated by as-
terisks above.

No. MIC 45736 (Sub-E5), filed June 3,
1974. Applicant: GUIGNORD FREIGHT
LINES, INC., P.O. Box 26067, Charlotte,
N.C. 28213. Applicant's representative:
Edward G. Villalon, Suite 1032, I3th &
Pennsylvania Ave. NW., Washington,

* D.C. 20004. Authority sought tor operate
as a common carrier, by. motor vehicle,
over irregular routes, transporting:
Generat commodities, except those of
unusual value, classes A and B explosives,
household goods as defined by, the Com-
mission, commodities in bulk, and com-
modities requiring special equipment, be-
tween Asheville, N.C., on the one hand,
and, on the other, points in Virginia on
and south of a. line beginning at the Vir-
ginia-North Carolina State line and ex-
tending along Virginia Highway 168&, to
junction U.S. Highway 60, to junction
U.S. Highway 250, tojunction U.S. High-
way 11, to junction U.S. Highway 60r, to
junction U.S. Highway 501, to junction
U.S. Highway 29 to the Virginia-North
Carolina State line. The purpose of this
filing is to eliminate the gateway of
Concord, N.C.

No. MC 45736 (Sub-E61, filed June 3,
1974. Applicant: GUIGNORD FREIGHT
LINES, INC., P.O. Box 26067, Charlotte,
N.C. 28213. Applicant's representative-
EdwarcL G_ Vilialon, Suite 1032, 13th &
Pennsylvania Ave. NW.. Washington,
D.C. 20004. Authority sought-to operate
as a common carrier, by motor vehicle,
over Irregular routes; transporting: Gen-
eral commodities, except those of unusual

value, classes A and R explosives, house-
hold goods as defined by the Cofimission,
commodities in bulk, and commodities
requiring special equipment, between
Belmont, Charlotte, Gastonia, McAden-
ville, Monroe, and Stanley, N.C., on the
one hand, and, on the other, ppints in
Virginia south of a line beginning at the
Atlantic Ocean and extending along U.S.
Highway ,60 to junction U.S. Highway'
250, to junction '.S. Highway 11, to the
Virginia-Tennessee State line. The pur-
pose of this filing is to eliminate the gate-
way of Concord, N.C.

No. MC 45736 (Sub-E7), filed June 3,
1974. Applicant: GUIGNORD FREIGHT
LINES, INC., P.O. -Box 26067, Charlotte,
N.C. 28213. Applicant's representative:
Edward G. Villalon, Suite "1032, 13th &
Pennsylvania Ave. NW., Washington,
D.C. 20004. Authority sought to operate
as, a common carrier, by motor vehicle,
over Irregular routes, transporting: Tex-
tile commodities; (A) from points in
NTorth Carolina within 225' miles of Con-
cord, N.C. (except points west of a line
beginning at the North Carolina-South
Carolina State line and extending along
North Carolina Highway 18 to junction
U.S Highway 21, to the North Carolina-
Virginia Stateline, points in South Caro-
lina east of U.S. Highway 221, and points
in Georgia within 226 miles of Concord,
N.Cr, (except points west of U.S. High.,
way 22I), to, Chicago, Ill. (Concord,
T. >',C ;(BJ from Savannah, Ga., to Chi-

cago, Ill. (Sumter County, S.C., and Con-
cord, N.C.) S. The purpose of this filing
is to eliminate the gateways as indicated
by asterisks above.

No. MC 4573a (Sub-E8), filed June 3,
1974. Applicant: GUiGNORD FREIGHT
LINES, INC., P.O. Box 36067, Charlotte,
N C. 28713. Applicant's representative:
Edward G. Villalon, Suite 1032, 13 &
Pennsylvania Ave. NW., Washington,
D.C. 20004. Authority sought to operate
as a common carrier, by motor vehicle,
over-irregular routes, transporting: Tex-
tile commodities; (A) from points in
North Carolina. on. south, and east of a
line beginning at the Atlantic Ocean and
extending along U.S. Highway 70 to junc-
tion U.S. Highway 64. to junction U.S.
Highway 21, to the North Carolina-South
Carolina State line, points in Georgia
withfn 225, miles of Concord, N.C., to
Columbus, Ohio (Concord, N.C.) *; (BY
from Savannah, Ga., to Columbus, Ohio
(Sumter County. aC., and Concord,
N.C.) *. The purpose of this filing is to
eliminate the' gateways as indicated by
asterisks above.

No. MC 45736 (Sub-E9). filed June 3,
1974_ Applicant: GUIGNORD FREIGHT
LINES, INC:, P.O. Box 26067, Charlotte,
N.C. 28213. Applicant's representative:
Edward G. Villalon, Suite 1032, 13th &
Pennsylvania Ave, NW., Washington,,
D.C. 20004. Authority sought to operate
as a common carrier, by motor vehicle,
over irregular routes, transporting- Tex-
tile commodities; -(A) from points in
North Carolina in and.west of Anson, Ire-
del, Montgomery, Rowan, Stanley, Wa-
tugs, and Wilkes Counties, points In

South Carolina, and points In Georgia
within 225 miles of Concord, N.C., to
Baltimore and Perryville, Md. (Concord,
N.C.) ; (B) from Savannah, Ga., to
Baltimore and Perryville, Md. (Sumter
County, S.C., and Concord, N.C.) *: (C)
from points In Alabama on and north of
U.S. Highway 278 (except points we.t and
north of U.S. Highways 231 and U.S.
Highway 72), to Baltimore and Petry-
ville, Md. (Sumter, S.C., and Concord,
N.C.) 0. The purpose of this filing i to
eliminate the gateways indicated by
asterisks above.

No. MC 45736 (Sub-El0), filed June 3,
1974. Applicant: GUIGNORD FREIGHT
LINES, INC., P.O, Box 26067, Charlotte,
N.C. 28213. Applicant's representative:
Edward G. tllalon, Suite 1032, 13th and
Pennsylvania Ave. NW., Washington,
D.C. 20004. Authority sought to operate
as a common carrier, by motor vehicle,
over irregular routes, transporting: Tex-
tile commodities; (A) from. points in
Georgia within 225 mile& of Concord,
N.C., points in North Carolina in and
west of Davidson, Davie, Iredell, Mont-
gomery, Randolph, Richmond, Watuga,
and Wilkes Counties, and points In South
Carolina, Philadelphia, Pa., and New
York. N.Y. (Concord, N.C.) 0; (B) from
Savannah, Ga., to Philadelphia, Pa., and
New York, N.Y. (Sumter County, S.C.,
and Concord, N.C.) *; (C) from points in
Alabama on and north of U.A. Highway
278, to Philadelphia, Pa., and Now York,
N.Y. (Sumter, S.C., and Concord, N.C,) 0
The purpose of this filing Is to eliminate
the gateways as Indicated by asterisks
above.

No. MC' 45736 (Sub-No. Eli), filed
June 3, 1974. Applicant: GUIGNARD
FREIGHT LINES, INC., P.O. Box 20087,
Charlotte, N.C. 28213. Applicant's repre-
sentative: Edward G. Villalon, Suite
1032. 13th & PennsyI~ania Ave. NW.,
Washington, D.C. 20004. Authority
sought to- operate as a common carrier,
by motor vehicle, uver irregular routes,
transporting: (1) Deer, from Phila-
delphia, Pa., (a) to points In South Caro-
lina and points in 'Georgia within 225
miles of Concord, N.C. (Concord, N.C.) ,
(b) to Savannah, Ga. (Concord, N.C., and
Sumter County, S.C.) *, and (c) to points
In Alabama on and north of U.S. High-
way 278 (Concord,' N.C., and Sumter,
S.C;) *; and (2) empty beer confalners,
(a) from points In Souff Carolina and
points in Georgia within 225 mIles of
Concord, N.C. to Philadelphia, Pa. (Con-
cord, N.C.)-, (b) from Savannah, Ga.,
to Philadelphia, Pa. (Sumter County,
S.C., and Concord, N.C.) *, and (c) from
points in Alabama on and north of U.S.
Highway 279 to Philadelphia, Pa. (Sum-
ter, S.C., and Concord, N.C.) 0. The pur-
pose of this filing is to eliminate the gate-
ways indicated by asterisks above.

'No. MG 45736 (Sub-No. E12). fled
June 3, 19,74. Applicant: GUIGNARD,
FREIGHT LINES, INC., P.O. Box 26067,
Charlotte, N.C. 28213. Applicant's repre-
sentative: Edward G. Villalon, Suite 1032,
13th & Pennsylvania Ave. NW., Wash-
ington, D.C. 20004. Authority sought to

FEDERAL REGISTER, VOL. 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975

40602



40603

operate as a coftmon carrier, by motor
vehicle, over irregular routes, transport-
lng: Furniture, new and furniture veneer
stock, from points in North Carolina
within 225 miles of Concord, N,C. (ex-
cept points east of U.S. Highway 301),
and points west of a line -beginning at
the North Carolina-Virginia State line
and extending along U.S. Highway 21 to
junction North Carolina Highway ,268,
thence along North Carolina Highway
268 to junction U.S. Highway 321, thence
along 'U.S. Highway 321 to the North
Carolina-South Carolina State line,
.points in Virginia within 225 miles of
Concord, N.C., which are east of U.S.
Highway 21, and points in West Vir-
ginia within 225. miles of Concord, N.C.,
to points in Florida east of Florida High-
way 71. The purpose of this filing is to
eliminate the gateways of Concord, N.C.,
and Sumt~r, S.C.

No. MC 45736 (Sub-No. E13), filed
;une 3, 1974. Applicant: GUIGNARD
FREIGHT LINES, INC., P.O. Box 26067,
Charlotte, N.C. 28213. Applicant's repre-
sentative: Edward G. Villalon, Suite
1032, 13th & Pennsylvania Ave. NW.,
-Washington, D.C. 20004. Authority
-sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Lubricating oils and
greases, in containers, from St. Marys,
W._Va.; (a) to points in Georgia within
225 miles of Concord, N.C., points in
South Carolina, and points' in North
-Carolina on and south of a line beginning
at the Atlantic Oceafi and extending
along 'U.S. Highway 70 to junction U.S.
Highway 17, thence along U.S. 'Highway
17 to junction U.S.'Highway 264, thence
along U-S. Highway 264 to junction
WNorth CarolinaHighway 43,thence along
North Carolina Highway 43 to junction
U S. Highway 64, thence along U.S. High-
way B4tojunction North -Carolina High-
-way 98, thence along North Carolina
Highway 98 to junction U.S..Highway 15,

'thence -along -U.S. Highway 15 to junc-
tion U,5. Highway 64 - thence along U.S.
Highway 64 to junction U.S. Highway
321, thence along 'U.S. 'Highway 321 to
junction North Carolina Highway 150,
thence along North Carolina Highway
150 to the North .Carolina-South Caro-
lina State line (Concord. N.C.) * *nd (b)
to Savannah, Ga. (Concord, N.C., and
Sumter County, S.C.) 1. The :purpose of
this filing is to eliniinate the gateways
'indicated by asterisks above.

t o. MC 45736 (Sub-No: E14), filed
June 3, 1974. Applicant: GUIGNARD.
FREIGHT LINES, INC., P.O. Box 2606.,
Charlotte, N.C. 28213. Applicant's repre-
sentative: Edward G. Villalon, Suite
1032, 13th & Pennsylvania Ave. NW.,
Washington, D.C. 20004. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Hardware, plumbing sup-
-Plies, -and building materials (except
commodities requiring special equip-
anent),-from points in the New York,
N.Y.,commercial zone, as defined by the-
-Commisdon, Maltimore -and -Sparrows
Po-mt, Md.; Uincinnati, Dover, and Cleve-
land, Ohio; Uniontown, Johnstown, Ell-

wood City, Philadelphia, Ambler, and
Mionaca, Pa.; Barba, Newark, :Camden,
Metuchen, und Mllington, N.T.; Edge-
,more, Del.; and -Alcoa, Tenn., to 'Con-
:cord, :NC: The purpose of this 1ling Is
-to eliminate the gateway of Wilkes
County, N.C.

- No. MC 45730 (Sub-No. FAB). fled
-June 3, 1974. Applicant: GUIGNORD

REIGHTLINES, INC., P,O. Box 26067,
Charlotte, N.C. 28213. Applicant's repre-
sentative: Edward G. Villalon, Suite
1032, 13th & Pennsylvania Ave. NW.,
Washington, 'D.C. 20004. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Wiardwarc, plumbing sup-
,plies, and, building materials (except
commodities requiring special equip-
ment), from Cleveland and Dover, Ohio,
to (a) points in South Carolna (Wilkes
County and Concord, N.C.) ; and (b)
Savannah, Ga. (Wilkes County and Con-
cord, N.C., and Sumter County, S.C.) 0.
The purpose of this filing is to eliminate
the gateways indicated by asterisks
-above.

No. MC 50069 (Sub-No. E74), filed
May 15, 1974. Applicant: REFINERS
TRANSPORT & TERMINAL CORP., 445
Earlwood Avenue, Oregon, Ohio 43616.
Applicant's representative: Jack A. Gol-
Ian (same as above). Authority sought to
operate as a common carrier, by motor
vehicle, over irregular routes.,transport-
Ing: (1) Petroleum products, In bulk, In
tank vehicles, from Latonla, Ky., and
points within 10 miles ,thereof; (a) to
points in Illinois (Seymour, Ind.) '; (b)
to points In Indiana (Cleves, Ohio) 0; (c)
to points in Missouri within 135 miles of
East St. Louis, nL (Cleves, Ohio, New
.Goshen, Ind., and East St. Louis, 311.) 0;
(d) topolntsn Pennsylvania bounded by
a line beginning at the Ohio-Pennsyl-
vania State line and extending along U.S.
Highway 22 to Blairsville. Pa., thence to
the Pennsylvania-New York State line
(Cincinnati, Ohio) e; (e) to points In

'West Virginia on and west of a line be-
.ginning at Point Pleasant, W. Va., and
extending along U.S. Highway 35 to
Charleston, W. Va., thence along U.S.
Highway2l to the West Virginia-Virginia
State line (Ironton, Ohio) 0: and, (f) to
points in New York on and west of a line
beginning at Deposit,-N.Y., thence along
New York Highway 8 to Utica, N.Y.,
thence along New York Highway 49 to
'Rome, N.Y., thence along New York
Mighway 69 to Camden, N.Y., thence
,along New York Highway 13 to Port On-
tario, N.Y. (Cincinnati, Ohio, and Titus-
ville, Pa. *.) (2) Petroleum chemicals
(except acetone, ethyl acetate, alcohol,
vodka, gin, proprietary anti-freeze prep-
aratiQns, and choline chioride), in bulk,
.in tank vehicles, from Latonia, Ky., and
-points within ten miles thereof, to points
in Iowa, Missouri, M~innesota, and Wis-
.consin (Cleves, Ohio, and Terre Haute,
Ind.) *. (3) .Petroleum products (except
petroleum chemicals), from .Latonla, Ky.,
and points within 10 miles thereof, to
points in Virginia on and east o a line
beginning at the 'West Virginla-Virginia
State line and extending along 'U.S.

'Highway 250 to Charlottesville, thence
along Virginia Highway 20 to junction
'.US.iHlghway 15, thence along U.S.Righ-
way 15 to the Virginia-North Carolina

MStatellne (Mdland, Pa., and Congo, W.
'Va.) ". The purpose of this ling is to
,eliminate the gateways indicated by as-
IterLsks above.

No. MC 50069 (Sub-ETD,ffled May.15.
1974. Applicant: REFINERS TRANS-
PORT & TERMINAL CORPORATION,
445 Earlwood Avenue, Oregon, Ohio
4361. Applicant's representative: Jack
A. Gollan (same as above). Authority
-sought to operate as a common carrier,
-by motor vehicle, over irregular routes.
transporting: (1) Petroleum products, In
bulk, in tank vehicles, from Lawrence-
ville, Iinols, and points within _D miles
thereof; (A) to points in Ohio and Ken-
tucky east of U.S. Highway 127; (B) 'to
points In Pennsylvania bounded bya line
beginning at -the Ohio-Pennsylvania
.State line and extending along U-S-Hlgh-
.way 22 to Blairsville, Pennsylvania,
thence due north to the Pennsylvania-

-New York State line; (C) to points in
West Virginia on and west of a line be-
ginning at Sisterville, West Virginia, and
extending along West Virginia HEighway
18 to .Troy, West Virginia, thence along
West Vlrginla 'ghway 47 to .An'West
Virginia, thence along U.S. Highway 119
to Glennvlle, WestVirginia, thence-along
West VirginiaMighway 5 to Napier,'West
Virginia, thence along US. Highway 19
to Summersville, West Virglnia, thence
along West Virginia Highway 41 to junc-
tion U.S. Highway 19, thence along US.
Highway 19 to Bluefield, West Virginia,
thence to the West Virginia-Virginia
.State line. (2) Petroleum chemical;,s.exm-
cept acetone, ethyl acetate, alcohol, vod-
ka, gin, proprietary anti-freeze prepara-
tions, and choline chloride, In bulk, in
tank vehicles, from Lawrenceville, l11-
nos, and points within 10 miles thereof,
to points in Iowa and the Lower Penn-
.sula of Miclhgan and -WIsconsin, (3)
Petroleum products, except petrolem
chemicals, n bulk, In tank vehicles,.from.
Lawrencevlle, Illinois, and points within
10 miles thereof, to pointsln Connecticut,
:Delaware, Waryland, Massachusetts,
New Hampshire, New Jersey. New York,
.Rhode Island, Vermont, 'District of Co-
lumbid, and points in Virginia on and
east of a line beginning at the Virginia-
West Virginia State line and extending
along Virginia Highway -30 to junction
'U.S. Highway 220, thence along "U.S.
MHighway220 to the V rginla-North Caro-
lDna State line. The purpose -of .thls -111-
Ing is to eliminate the gateways of Bay-
,mour, Indiana, In (1A) above, Seymour,
Indlana, and Columbus, Ohio, n C[B)
above; Seymour, Indiana, and Ironton,
'Ohio, In (IC) above; Terre 'Haute i-
diana, in (2) above; and Seymour, Indi-

.ana, East Liverpool, Ohio, Mdiand,
Pennsylvania, and Congo, WestVirginia,
In (3) above.

No. MC 50069 (Sub-S78), fled'ay 15,
3D74. Applicant: RIMENERS -ITRANS-
TORT & -TERMINAL CORPORATION,
445 Earlwood- Avenue, Oregon, 'Ohio
"43616. Applicant's representative: Jack
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A. Gollan (same as above). Authority transporting: (1) Petroleum products,
sought to operate as a common carrier, in bulk, in tank vehicles, from Midland,
by motor vehicle, over irregular routes, Pennsylvania, and points within 10 miles
transporting: (1) *Petroleum products, thereof, (A) to points in Illinois; (C) to
in bulk, in tank vehicles, from Robinson, points in Missouri within 135 miles of
Illinois, and points within 10 miles there-- East St. Louis; Illinois. (2) Petroleum
of; (A) to points in Kentucky east of products, except petroleum chemicals, in
Interstate Highway 75 and points in bulk, in tank vehicles, from Midland;
Ohio; (B) to points in Pennsylvania Pennsylvania, and points within 10 miles
bounded by a line beginning at the Ohio- thereof, to points in Kentucky, Ohio,
Pennsylvania State line and extending Wisconsin, New Jersey, New York, Ten-
along U.S. Highway, 22 to Blairsville, nessee,.North Carolina, South Carolina,
Pennsylvania, thence due north to the Virginia, Georgia, Alabama, Connecticut,
Pennsylvania-New York State line; (C) Delaware, Massachusetts, New Hamp-
to points in West Virginia on and west of shire, Rhode Island, Vermont, Maryland,
a line beginning at Sisterville, West Vir- and the District of Columbia. (3) Petro-
ginia, and extending along West Virginia leum chemicals, except acetone, ethyl
Highway 18 to Troy, West Virginia, acetate, alcohol, vodka, gin, proprietary
thence along West Virginia Highway 47 -"anti-freeze preparations, and choline
to Linn, West Virginia, thence along U.S. chloride,-in bulk, in tank vehicles, from
Highway 119 to Glennville, West Vir- Midland, Pennsylvania, and points with-
ginia, thence along West Virginia High- in 10 miles thereof, to pornts in Iowa and
way 5 to Napier, West Virginia, thence Missouri. The purpose of this filing is to
along U.S. Highway 18 to Summersville, eliminate the gateways of Canton, Ohio,
West Virginia, thence along West Vir- in (1A) above; Canton, Ohio, and Hun-
ginia Highway' 41 to junction U.S. High- tington County, Indiana, in (IB) above;
way 19, thence along U.S. Highway 19 to Canton, Ohio, Huntington County, In-
Bluefield, West Virginia, thence to the diana, and East St. Louis, Illinois, in
West Virginia-Virginia State line; (D) (1C) above; Congo, West Virginia, in (2)
to points in New York on and west of a above; and Canton, Ohio, Huntington
line beginning at the New York-Pennsyl- County, Indiana, and Peoria, Illinois, in
vania State line and extending north to (3) above.
Deposit, N.Y., thence along N.Y. Highway No-MC 50069 (Sub-E80), filed May 15,
8 to Utica, N.Y., thence along N.Y.High- 1974. Applicant: REFINERS TRANS-
way 49 to Rome, N.Y., thence along N.Y. PORT _& TERMINAL CORPORATION,
Highway 69 to Camden, N.Y., thence 445 Earlwood Avenue, Oregon, Ohio
along N.Y. HighwakT 13 to'Port Ontario, 43616. Applicant's representative: Jack.
N.Y.(2) Petroleum chemicals, except ace- A. Gollan (same as above). Authority
tone, ethyl acetate, alcohol, vodka, gin, sought to operate as a common carrier,
toeety anetifreze, alcoh von, gan, by motor vehicle, over irregular routes,
proprietary anti-freeze preparations, and transporting: (1) Petroleum products,
choline chloride, in bulk, in tank vehicles, in bulk, in, tank vehicles, from Pitts-
from Robinson, Illinois, and points with- burgh, Pennsylvania, and points within
in 10 miles thereof, to points in Iowa, the 10 m esyereof at points iIi-
Lower Peninsula of Michigan, and Wis- nois; (B) to points in Indiana; (C) to

conin (3)s Peroeu tro~s except Idan; C)tconsin. (3) Petroleum products, exce- points in the Lower Pennsylvania of
petroleum chemicals, in bulk, in tank e- Michigan; (D) to points in Missouri
hicles, from Robinson, Illinois, andpoints within 135 miles of East St. Louis, Illi-
within: 10 miles thereof, to points in New nois. (2) Petroleum products, except
Jersey, Connecticut, Delaware, Massa- petroleum chemicals, in bulk, in tank
chusetts, New Hampshire, Rhode Island, vehicles, from Pittsburgh, Pennsylvania,
Vermont, Maryland, District of Colum- and points within 10 miles thereof, to
bia, points in Virginia on and east of a points in Kentucky, Oio, Wisconsin,
line beginning at the West Virginia-Vir- Alabama, Connecticut, New Hampshire,
ginia State line and extending along Vir-' Massachusetts, Delaware, Rhode Island,
ginia Highway 39 to junction U.S. High- mont, ere, hode Nd,Vermont, New Jersey, New York, North
way 220, thence along U.S. Highway 220 Carolina, Tennessee, Georgia, Virginia;
to the Virginia-North Carolina State line. and South Carolina. (3) Petroleum
The purpose of this filing is to eliminate chemicals, except acetone, ethyl acetate,
the gateways of Seymour, Indiana, in alcohol, vodka, gin, proprietary anti-
(1A) above; Seymour, Indiana, and Co- freeze preparations, and choline chloride,
lumbus, Ohio, ip. (iB) above; Seymour, in bulk, in tank vehicles, from Pitts-
Indiana, and Ironton, Ohio; in (1C) burgh, Pennsylvania, and points within
above; Seymour, Indiana, Columbus,- 10 miles thereof; (A) to points in Iowa
Ohio, and Titusville, Pennsylvania, in and Minnesota; (B) to points in Mis-
(1D) above; Terre Haute, Indiana, in sourL. The purpose of this filing is to
(2) above; Canton, Ohio, Seymour, In- eliminate the gateways of Canton, Ohio,
diana, and Congo, West Virginia, in (3) and Niles, Michigan, in (A) above; Can-
above, ton, Ohio, in (1B) above; Canton, Ohio,

No. MC 50069 (Sub-E79), filed May 15, in (C) above; Seymour, Indiana, and
1974. Applicant: REFINERS TRANS- East St.'Louis, Illinois, in (1D) above;
PORT & TERMINAL CORPORATION,
445 Earlwood Avenie, Oregon, Ohio Congo, West Virginia, in (2) above; and
43616. Applicant's representative: Jack Canton, Ohio, Huntington County, In-
A. Golan (same as above). Authority . diana, and Peoria, Illinois, in '(3A)
sought to operate as a common carrier, above; Canton, Ohio, and Terre Haute,
by motor vehicle, over irregular routes, Indiana, in (3B) above.

No. MC 50069 (Sub-E81), filed May 15,
1974. Applicant: REFINERS TRANS-
PORT & TERMINAL CORPORATION,
445 Earlwood Avenue, Oregon, Ohio
43616. Applicant's representative: Jack
A. Gollan (same as above). Authority
sought to operate as-a common carrier,
by motor vehicle, over irregular routes,
transporting: (1) Petroleum products,
in bulk, in tank vehicles, from Lima,
Ohio, and points within 10 miles there--
of; (A) to-points in Illinois; (B) to
points in Indiana north and west of a
line beginning at the Indiana-Illinois
State line and extending along US.
Highway 30 to junction U.S. Highway
31, thence along U.S. Highway 31 to the
Michigan-Indiana State line; (C) to
points in Missouri within 135 miles of
East St. Louis, Illinois. (2) Petroleum
chemicals, except acetone, ethyl acetato
alcohol, vodka, gin, proprietary anti-
freeze preparations, and choline chloride,
in bulk, in tank vehicles; from Lima,
Ohio, and points within 10 miles there-
of, to points in Iowa and Missouri. The
purpose of this filing is to eliminate the
gateways of Huntington County, Indi-
ana, in (A) above; South Bend, Indi-
ana, and Niles, Michigan, in (1B) above:
Huntington County,, Indiana, and East
St. Louis, Illinois, in (C) above; and
Huntington County, Indiana, and Peoria,
Illinois, in (2) above.

No. MC 50069 (Sub-E82), filed May 15,
1974. Applicant: REFINERS TRANS-
PORT & TERMINAL CORPORATIOn4,
445 Earlwood Avenue, Oregon, Ohio
43616. Applicant's representative: Jack A.
Golan (same as above). Authority sought
to operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: (1) Petroleum products, in bulk, in
tank vehicles, from Findlay, Ohio, and
points within 10 miles thereof; (A) to
points in Illinois; (B) to points in Indi-
ana north and west of a line beginning
at the Ilinols-Indiana State line and
extending along U.S. Highway 30 to
junction U.S. Highway 31, thence along
U.S. Highway 31 to the Indiana-Michigan
State line; (C) to points in Missouri
within 135 miles of East' St. Louis, 1111-
nois. (2) Petroleum chemicals, except
acetone, ethyl acetate, alcohol, vodka,
gin, proprietary anti-freeze preparations,
and choline chloride, in bulk, in tank
vehicles, from Findlay, Ohio, and points
within 10 miles thereof, to points in Iowa
and Missouri. The purPose of this filing
is to eliminate the gateways of Hunting-
ton County, Indiana, in (A) above;
South Bend, Indiana, and Niles, Michi-
gan, in (1B) above; Huntington County,
Indiana, and East St. Louis, Illinois, in
(1C) above; and Huntington County,
Indiana, and Peoria, Illinois, in (2)
above.

No. MC 50069 (Sub-E83), filed May 15,
1974. Applicant: REFINERS TRANS-
PORT & TERMINAL CORPORATION,
445 Earlwdod Avenue, Oregon, Ohio
43616. Applicant's representative: Jack
A. Gollan (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: (1) Petroleum products,
In bulk, in tank vehicles, from Toledo,
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Ohio and points within 10 miles thereof;
(A) to points in Illinois; (B) to -points
in Missouri within 135 miles of East St.
Louis, Illinois. (2) Petroleum chemicals,
except acetone, ethyl acetate, alcohol,
vodka, gin, proprietary anti-freeze prep-
arations, and choline chloride, in bulk,
in tank vehicles, from Toledo, Ohio, and
points within 10 miles thereof, to points
in Iowa west and south of a line begin-
ning-at the Iowa-South Dakota State
line and extending along U.S. Highway
65 to junction U.S. Highway 20, thence
along U-S. 'Highway 20 to junction Iowa
Highway 14, thence along 'Iowa High-
way 14 to junction U.S. Highway 30,
thence along U.S. Highway 30 to the
Iowa-Ilinois State line and points in
Missouri. The .purpose of this filing Is
to eliminate the -gateways of Hunting-
ton County, Indiana, in (1A) above;
Huntington County, 3Indiana, and East
St. Louis, Illinois, in (1B).,above; and
Huntington County, Indiana, and Pe-
oria,'Illinois, in (2) above.

No. MC 50069 (Sub-E84), filed -May
15,1974. Applicant: REFINERS TRANS-
PORT & TERMINAL CORPORATION,
445 Earlwood Avenue_ Oregon, Ohio
43616. Applicant's representative: Jack
A. Gollan (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
'transporting: (1) Petroleum products,
in bulk, in tank vehicles, from East Chi-
cago. Indiana. and points within-10 miles
thereof; (A) to points in Ohio; (B) to

-'oints in Pennsylvania north and west
of a line beginning at the Ohio-Pennsyl-
vania north and west of a line beginning
at the Ohio-Pennsylvania State line and
extending along U.S. Highway 22 to
Blairsville, Pennsylvania, thence due
north to the Pennsylvania-New York
State.line; (C) to points in West Virginia
south and west of a line beginning at
Point Pleasant, West Virginia, and ex-
'tending along U.S.. Highway 35 to
Charleston, West Virginia, thence along
U.S. Highway 19 to the West Virginia-
'Virginia State line; -()) to points in
Kentucky -on and 'east of Interstate
Highway 75. (2) Petroleum products,
'except 'petroleum chemicals, in bulk,
in tank .vehicles; (A) to points in .Con-
necticut, Delaware, Massachusetts, New
'Hampshire R~hode Island, Vermont,
Maryland, District of Columbia, points In
Virginia east of a-line beginning at the
West Virginia-Virginia State Iine. and
extending along Virginia Highway 39 to
junction 'US. Highway 220, thence along
U.S. Highway 220 to the Virginia-North
Carolina State line; (B) to points in New
Jersey.and New York. The purpose of
this filing is to eliminate the gateways
of Niles, Michigan, and Toledo, Ohio, in
(1A) -above; lfles, Michigan, and Toledo,
Ohio, -in (IB) above; Niles, Michigan,
and Ironton, Ohio. in (IC) -above; Niles,
Michigan, East Liverpool, Ohio, Midland,
Pennsylvania, and Congo, W. Virginia,
in (2A) above; Niles, Michigan, Toledo,
Ohio, and Petrolia, Pa., in (2B) above.

No. MC 50069 (Sub-E85) ,-fled May 15,
1974. Applicant: REFINERS TRANS-

.ORT & TERUINAL CORPORATION,
-445 Earlwood Avenue. Oregon, Ohio
4.3616. Applicanit's representative: Jack
A Gollan (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routeo,
.transporting: (1) Petroleum products,
in bulk, in tank vehicles, from Joliet, ]1-
linois, and points within 10 miles
'thereof; (A) to points in New York on
and west of a line beginning at the New
-York-Pennsylvania State line and ex-
tending north to Deposit. N.Y., thence
along N.Y. Highway 8 to Utica, N.Y.,
thence along N.Y. Highway 49 to Rome,
N.Y., thence.Wong N.Y. Highway 69 to
Camden, N.Y., thence along N.Y. High-
way 13, to Port Ontario, N.Y.; (B) to
points. in Ohio; (C) to points in Michl-
gan on and east of a line beginning at
the Ohio-Michigan State line and ex-
tending along U.S. Highway 217 to Lans-
ing, ,Michigan, thence along Michigan
Highway 43 to junction Interstate High-
way 96, thence along Interstate Highway
96 to Junction Michigan Highway 59,
thence along Michigan Highway 59 to
Junction U.S. Highway 10, thence along
U.S. Highway 10 to Detroit-, Michigan;
(D) to points in Pennsylvania bounded
by a line beginning at the Ohio-Penn-
sylvania State line and extending along
'U.S. Highway 22 to Blarsville, Penn-
sylvania, thence due north to the
Pennsylvania-New York State line;
(E) to points in West Virginia bounded
by a line beginning at Pofnt Pleasant,
West Virginia, and extending along
U.S. Hgtrway 35 to Charleston, West
Virginia, thence along U.S. Highway
21 to the West VirginIa-Virginia
States line. (2) Petroleum products,
except petroleum chemicals, in bulk, in
tank vehicles, from Joliet, Illinois, and
,points within 10 miles thereof, to points
in Connecticut, Delaware, Massachu-
setts, New Hampshire, Rhode Island,
Vermont, Maryland, District of Colum-
bia, and points In Virginia on and east
of a line beginning at the Virginia-West
"Virginia State line and extending along
Virginia Highway 39 to Junction U.S.
Highway 220, thence along U.S. Highway
220 to the Virginia-North Carolina State
line. The purpose of this filing is to elimi-
nate the gateways of Niles. Michigan,
and Toledo, Ohio. and Tltusville. Penn-
sylvania, in (A) above: Niles, Michigan.
in (lB) above; South Bend, Indiana. in
(10) above; Niles, Michigan, and Toledo,
Ohio, in (ID) above; Niles, Michigan,
and Ironton, Ohio, in (E) above: Niles,
Michigan, East Liverpool, Ohio, Mid-
land, Pa., and Congo, West Virginia, in
(2) above.

No. MC 50069 (Sub-No. E103), filed
May 15, 1974. Applicant: REFINERS
TRANSPORT & TE4MINAL CORPORA-
TION, 445 Earlwood Avenue, Oregon,
Ohio 43616. Applicant's representative:
Jack A. Gollan same as above). Author-
ity sought to operate as u common car-
rler, by motor vehicle, over irregular
routes, transporting: (1) .Pctroleum lub-
ricating greases, n bulk. in-tank vehicles,
from Woodhaven Village, Mich.; IA to
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Toints in Pennsylvania; (B) to points in
'Connecticut. Delaware, Massachusetts,
INew Hampshire, New Jersey. Rhode Is-
land. Vermont, Maryland, the District of
Columbia, points in Virginia on and east
-of a line beginning at the Virginia-West
,Virginia State line and extending along
Virginia Highway 39 to junction US.
HIghway 220. thence along U.S. Highway
220 to the Virginia-North Carolina State
line, points In North Carolina on and
cast of U.S. Highway 220, and points In
-South Carolina on and east of US. High-
-way 25: and (C) to points In New York.
The purpose of this filing is to eliminate
the gateways of (A) Youngstown. Ohio;-
(B) CantoL. Ohio, and- Congo, W. Va.;
and (C) Youngstown, Ohlo. and YKarns
City. Pa.

No. MC 50069 (Sub-El07), filed MaY
15. 1974. Applicant: REFINERS TRANS--
PORT & TERMINAL CORPORATION,
445 Earlwcod Avenue, Oregon, Ohio
43616. Appllcant's representative: Jack
A. Golian (same as above). Author-
ity sought to operate as a common
carrier, by motor vehicle, over Irreg-
ilar routes, transporting: (1) Petroleum
-products, except liquhlfed petroleum g3s'
In bulk, in tank vehicles, from Mercer
County, Pennsylvania; (A) to points
,in Illinois north of -Interstate High-
way 80; (B) to points in Illinois south
of U.S. Highway 136: CC) to points in
Indiana; (D) to points in tle Lower Pe-
ninsula of Michigan; (E) to paints in
.M L sourl within 135 miles of East St.
Louis. Illinois. (2) Petroleum chemicals,
except acetone, ethyl -acetate, alcohol,
vodka, gin, proprietary anti-freeze prep-
arations, and choline chloride, in bulk,
in tank vehicles, from Mercer County,
.Pennsylvania; (A) to points in Iowa and
Minnesota; (B) to points in Missouri. (3)
Petroleum products, except petroleum
chemicals, in bulk. In tank vehicles, from
Msfercer County. Pennsylvania, to points
In Kentucky, Wisconsin, Alabama. Geor-
gia. points in Virginia on and east of a
line beginning at the Virginia-West Vir-
ginia State line and extending along Vir-
ginia Highway 39 to junction US. High-
way 220, thence along US. Highway
220 to the Virginia-North -Carolina
State line, points in North Carolina
on-and east of U.S .Highway 220. points
In South -Carolina and points in Ten-
nessee. The purpose of this filing is to
eliminate the gateways of Toledo, Ohio,
nndNiles. Michiganin CIA) above:Can-
ton,,Ohio. and Huntington Cbunty, Indi-
ann, in (,B) above; Canton, Ohio. in
(1C) above: Toledo, Ohio. in (ID) above;
Canton, Ohio, New Goshen, Indiana, ani
East St. Louis, Illinois, in (1E) above;
Canton, Ohio. -Huntington County, Indi-
ana, and Peoria, Illinois, in, (2A) above;
Canton, -Ohio. and Terre Haute, Indl-
ana, In (2B) above; East-iverpooi,OhQ,
Mlidland, Pennsylvania, and Congo West
'Virginia, in (3) above;

No. MC 52657 (Sub-No.E1) (Correc-
tion), filed June,4. 1974. published inthe

'EDEnALaZEOTX~zn July B. 1975.Applicant:
ARCO 'AUTO CAMRIERS.INC., 214)'W
'19th 'Street, Chicago, Il. 60620. Appli-
cants representative: S.-J. Zangri (same
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as above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Truck
"bodieg, (2) between points In Kansas, on
the one hand, and, on the other, points
in Connecticut, Delaware, Florida (ex-
cept that part west of a line beginning at
the Georgia-Florida State line near
Edith, Ga., thence along U.S. Highway
441 to Junction Florida Highway 247,
thence along Florida Highway 247 to
Junction U.S. Highway 129, thence along
U.S. Highway 129 to junction Florida
Highway 345, thence along Florida High-
way 345 to the Gulf of Mexico near Cedar
Key, Fla.), Georgia (except that part
west of a line beginning at the North
•Carolina-Georgia State line near Sweet-
gum, thence along Georgia Highway 60 to
junction U.S. Highway 129, thence along
U.S. Highway 129 to junction Interstate
Highway 75, thence along Interstate
Highway 75 to the Georgia-Florida State
line), Maine, Maryland, Massachusetts,
Michigan (Lower Peninsula), New
Hampshire, New Jersey, New York, North
Carolina, Pennsylvania, Rhode Island,
South Carolina, Tennessee (except that
part west of a line beginning at the Ten-
nessee-Georgia State line near Cona-
sanga,-Tenn., thence along U.S. Highway
441 to junction Tennessee Highway 163,
thence along Tennessee Highway 163 to
Junction U.S. Highway 11, thence along
U.S. Highway 11 to junction Tennessee
Highway 33, thence along Tennessee
Highway 33 to the-Virginia-Tennessee-
State line near Kyles Ford, Ten.), Ver-
mont, Virginia, West Virginia, and the
District of Columbia. The purpose of this
filing is to eliminate the gateway of Mat-
toon, Ill. The purpose of this partial cor-
rection Is to correct the highway descrip-
tion. The remainder of this letter-notice
remains as previously iublished.

No. MC 60014 (Sub-No. E27), filed
June 4, 1974. Applicant: AERO TRUCK-
ING, INC., P.O. Box 308, Monroeville,
Pa. 15146. Applicant's representative:
William J. Rorlsoh (same as above). Au-
thority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Commodities, re-
quiring special equipment, restricted to
that, or provided that, the loading or un-
loading, which, necessitate the special
equipment, Is performed by the consig-
nor or consignee, or both, between those
points In Pennsylvania on and west of
a line beginning at the New York-Penn-.
sylvania State line and extending along
Pennsylvania Highway 14 to junction
Pennsylvania Highway 154, thence along
Pennsylvania Highway 154 -to junction
U.S. Highway 220, thence along U.S.
Highway 220 to junction Pennsylvania
Highway 42, thence along Pennsylvania
Highway 42 to junction Pennsylvania
Highway 239, thence along Pennsylvania
Highway 239 to junction Pennsylvania
Highway 93, thence along Perinsylvania
Highway 93 to junction U.S. Highway
209, thence along U.S. Highway 209
tk junction Pennsylvania Highway 248,
thence along Pennsylvania Highway
248 to junction U.S. Highway 22, thence
along U.S. Highway 22 to the Pennsyl-

NOTICES

vania-New York State line, on the one
hand, and, on the other, points in Con-
necticut. The purpose of this filing is to
eliminate the gateways of points in New
York within 10 miles of Greenwich,
Conn,, and Greenwich, Conn.

No. MC 60014 (Sub-No. E28), filed
June 4,1974. Applicant: AERO TRUCK-
ING, INC., P.O. Box 308, Monroevlll,
Pa. 15146. Applicant's representative:
William J. Rorison (same as above).
Authority sought to operate as a commor
carrier, by motor vehicle, over irregular
routes, transporting: Commodities, re-
quiring special equipment, restricted so
that or provided that, the loading or
unloading, which necessitate the special
equipment, is performed by the con-
signor or consignee- or both, between
those points in Pennsylvania on and
south of a line beginning at the Ohio-
Pennsylvania State line and extending
along Pennsylvania Highway 358 to Junc-
tion U.S. Highway 62, thence along U.S.
Highway 62 to junction U.S. Highway 6,
thence along U.S. Highway 6 to junction
Pennsylvania Highway 321, thence along
Pennsylvania Highway 321_to junction
U.S. Highway 219, thence along U.S.
Highway 19 to junction Pennsylvania
Highway 255, thence along.Pennsylvania
Highway 255 to junction Pennsylvania
Highway 120, thence along Pennsylvania
Highway 120 to junction U.S. Highway
220, thence along U.S. Highway 220 to
junction Pennsylvania Highway 118,
thence along Pennsylvania Highway 118
to junction Pennsylvania Highway 309,
thence along Pennsylvania Highway 309
to junction U.S. Highway 11, thence
along U.S. Highway 11 to junction U.S.
Highway 6, thence along U.S. Highway 6
to junction Pennsylvania Highway 652,
thence along Pennsylvania Highway 652
to the New York-Pennsylvania State
line, on the one hand, and, on the other,
points in Maine, and between points In
Pennsylvania, on the one hand, and, on
the other, those points in Maine on and
east of a line beginning at the United
States-Canada International Boundary
line and extending along U.S. Highway
201 to junction U.S. Highway 2, thence
along"U.S. Highway 2 to junction Maine
Highway 156, thence along Maine High-
way 156 to junction Maine Highway 133,
thence along Maine Highway 133 to junc-
tion Maine Highway 140, thence along
Maine Highway 140 to junction Maine
Highway 117, thence along Maine High-
way 117 to junction U.S. Highway 302,
thence along U.S. Highway 302 to the
Maine-New Hampshire State, line, The
purpose of this filing is to eliminate the
gateways of 'points in New York within
10 miles of Greenwich, Conn., Greenwich,
and points within 35 miles of Boston,
Mass.

No. MC 60014 (Sub-No; E51), filed
June 4, 1974. Applicant: AERO TRUCK-
ING, INC., P.O. Box 308, Monroeville, Pa.
15146. Applicant's representative: Wil-
lHam J. Rorison (same as above). Author-
ity sought to operate as a common car-
rier, by motor vehicle, over irregular
routes, transporting: Commodities, re-
quiring special equipment, restricted so

that, or provided that, the loading or un-
loading, which necessitate the special
equipment, is performed by the consignor
or consignee or both, (1) between those
points in New York on and south of a line
beginning at the Pennsylvania-New York
State line and extending along New York
Highway 79 to Junction New York High-
way 17, thence along New York Highway
17 to junction New York Highway 97,
thence along New York Highway 97 to
junction U.S. Highway 6, thence along
U.S. Highway 6 to Junction Interstate
Highway 87, thence along Interstate
Highway 87 to Junction U.S. Highway 1,
thence along U.S. Highway 1 to the Now
York-Connecticut State line, on the one
hand, and, on the other, those points in
Connecticut on-and east of a line bogin-
ning at the New York-Connecticut State
line arid extending along Connecticut
Highway 15 to Junction Interstate High-
way 91, thence along Interstate Highway
91 to the Connecticut-MassachUsetts
State line: and (2) between those points
in New York on and south of a line be-
ginning at the New Jersey-New York
State line and extending along U.S.
Highway 202 to Junction Interstate High-
way 87, thence along Interstate Highway
87 to junction U.S. Highway 1, thence
along U.S. Highway 1 to the New York-
Connecticut State line, on the one hand,
and, on the other, points In Connecticut;
and (3) between those points in New
York on and south of a line beginning at
Lake Ontario and extending along New
York Highway 31, thence along New York
Highway 31 to junction New York High-
way 96, thence along New York High-
way 96 to Junction U.S. Highway 20,
thence along U.S. Highway 20 to Junc-
tion Interstate Highway 81, thence along
Interstate Highway 81 to the-New York-
Pennsylvania State line, on the one hand,
and, on the other, those points in Con-
necticut on and east of a line be-
ginning at the New York-Connecticut
State line and extending along Interstate
Highway 84 to junction Connecticut
Highway 8, thence along Connecticut
Highway 8 to junction U.S. Highway
6/202, thence along U.S. Highway 6/202
to junction Interstate Highway 84,
thence along Interstate Highway 84 to
junction Interstate Highway 91, thence
along, Interstate Highway 91 to junctiln
Connecticut Highway 159, thence along
Connecticut Highway 159 to the Connect-
icut-Massachusetts State line. The pur-
pose of this filing is to eliminate the gate-
ways of points in New York within 10
miles of Greenwich, Conn., and Green-
wich, Conn.

No. MC 60014 (Sub-No. E78), filed
June 4, 1974. Applicant: AERO TRUCK-
ING, INC., P.O. Box 308, Monroeville,
Pa. 15146. Applicant's representative:
William J. Rorison (same as above), Au-
thority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Iron and steel ar-
ticles, which by reasoh of size or weight
require the use of special equipment, (1)
between those points in West Virginia
on and north of a line beginning at the
Ohio-West Virginia State line and ex-
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tending along West Virginia Highway 47
to junction U.S. Highway 33/119, thence
along U.S. Highway 33/119 to junction
U.S. Highway 33, thence along U.S. High-
way 33 to the West Virginia-Virginia
State line, on the one hand, and, on the
other, points in Mississippi; (2) between
those points in West Virginia on and'
north of a line beginning at the Ohio-
West Virginia State line and extending
along U.S. Alternate Highway 50 to junc-
tion U.S. Highway 50, thence along U.S.
Highway 50 to jimction West Virginia
Highway 20, thence along West Virginia
Highway 20 to junction U.S. Highway
119, thence along U.S. Highway 119 to
junction.U.S. Highway 19, thence along
U.S. Highway 19 to junction U.S. High-
way 33, thence along U.S. Highway 33 to
the West Vhginia-Virginia State line,
on the one hand, and, on the other, those
points in Tennessee on and west of a
line beginning at the Kentucky-Tennes-
see State line and extending along U.S.
Highway 27 to junction Tennessee High-
way 62, thence along Tennessee High-
way 62 to junction Tennessee Highway
84, thence along Tennessee Highway 84
to junction Tennessee Highway 111,
thence along Tennessee Highway 111 to
junction Tennessee Highway 56, thence
aong Tennessee Highway 56 to the Ten-
nessee-Alabama State line; (3) between
those points in West Virginia on and
north of a line beginning at the Ohio-
West Virginia State line and extending
along U.S. Alternate Highway 50 to junc-
tion U.S. Highway 50, thence along U.S.
Highway 50 to the West Virginia-Mary-
land State line, on the one hand, and,
on the other, points in Alabama.

(4) Between those points in West Vir-
ginia on and north of a line beginning at
the Ohio-West Virginia State line and
extending along West Virginia Highway
7 to junction U.S. Highway 250, thence
along U.S. Highway 250 to junction U.S.
Highway 33, thenicd along U.S. Highway
33 to the West Virginia-Virginia State
line, on the one hand, and, on the other,
those points in Kentucky on and west of
a-line beginning at the Ohio-Kentucky
State line and extending along U.S.
Highway 27 to junction U.S. Highway
27/68. thence along U.S. Highway 27/68
to junction U.S. Highway 27, thence
along U.S.'Highway 27 to the Kentucky-
Tennessee State line; and (5) between
those points in West Virginia on and
north of a line beginning at the West Vir-
ginia-Ohio State line and extending
along West Virginia Highway 95 to junc-
tion West Virginia Highway 47, thence
along West Virginia Highway 47 to junc-
tion U.S. Highway 33/119, thence along
U.S. Highway 33/119 to junction U.S.
Highway 33, thence along U.S. Highway
33 to the West Virginia-Virginia State
line, on the one hand, and, on the other,
those points in Alabama'on and vest of
a line beginning at the Alabama-Tennes-
see State line and extending along U.S.
Highway 231/431 to junction U.S. Alter-
nate Highway 72, thence along U.S. Al-
ternate Highway 72 to junction U.S.
Highway 31, thence along U.S. Highway
31- to junction Interstate Highway 65,
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thence along Interstate Highway 65 to
junction Alabama Highway 69, thence
along Alabama Highway 69 to Junction
Alabama Highway 14, thence along Ala-
bama Highway 14 to Junction Alabama
Highway 10, thence along Alabama High-
way 10 to junction Alabama Highway 47,
thence along Alabama Highway 47 to
junction Alabama Highway 83, thence
along Alabama Highway 83 to Junction
Alabama Highway 84, thence along Ala-
bama Highway 84 to the Alabama-Geor-
gia State line. The purpose of this filing
is to eliminate the gateways of Wheeling
and Beechbottom, W. Va.

No. MC 60014 (Sub-No. ES), filed
*June 4, 1974. Applicant: AERO TRUCK-
ING, INC., P.O. Box 308, Monroeville, Pa.
15146.. Applicant's representative: Wil-
liam J. Rorlson (same as above). Au-
thority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Commodities, the
transportation of which, by reason of
their size or weight, requires the use of
special equipment, between those points
in West Virginia on, north and east of
a line beginning at the Ohlo-West Vir-
ginia State line and extending along U.S.
Alternate Highway 50 to Junction West
Virginia Highway 16, thence along West
Virginia Highway 16 to Junction West
Virginia Highway 5, thence along West
Virginia Highway 5 to Junction U.S.
Highway 19, thence along U.S. Highway
19 to junction U.S. Highway 60, thence
along U.S. Highway 60 to the West Vir-
ginia-Virginia State line, on the one
hand, and, on the other, those points in
the Upper Peninsula of Michigan, and
between points in West Virginia, on the
one hand, and, on the other, those points
in the Upper Peninsula of Mdichigan on
and north of a line beginning at the
United States-Canada International
Boundary line and extending along In-
terstate Highway 75 to Junction U.S.
Highway 2, thence along U.S. Highway
2 to the Michigan-Wisconshi State line.
The purpose of this filing Is to eliminate
the gateways of Brooke, Hancock,
Marshall and Ohio Counties, W. Va., Co-
lumbiana, Cuyahoga, Mahoning, Sum-
"mit, and Trumbull Counties, Ohio, and
points in that part of Ohio on and east of
a line extending from Mansfield to Pom-
eroy, Ohio, along Ohio Highway 13 to
junctionthereof with U.S. Highway 33,
thence along U.S. Highway 33 to Pome-
roy, and, on and south of U.S, Highway
30 extending from Mansfield to the
Ohio-West Virginia State line.

No. MC 60014 (Sub-No. E83), 'fBled
June 4,1974. Applicant: AERO TRUCK-
ING, INC., P.O. Box 308, Monroevilie,
Pa. 15146. Applicant's representative:
William J. Rorison (same as above). Au-
thority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Commodities, the
transportation of which, by reason of
size or weight, require the use of spe-
cial equipment, between points in Illinois,
on the one hand, and, on the other, those
points in Delaware, New Jersey, New
York, Pennsylvania, those In West Vir-
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gina north and east of a line beginning
at the Ohio-West Virginia State line and
extending along West Virginia Highway
7 to Junction U.S. Highway 250, thence
along U.S. Highway 250 to junction U.S.
Highway 119/250, thence along U.S.
Highway 119/250 to junction U.S. High-
way 250, thence along U.S. Highway 250
to the West Virginia-Virginia State line,
and the District of Columbia. The pur-
pose of this filing is to eliminate the gate-
ways of Columbiana, Cuyahoga, Mahon-
Ing, Summit and Trumbull Counties.
Ohio, points in Pennsylvania on and west
of a line extending from the Pennsyl-
vanla-Maryland State line north along
unnumbered highway to York, Pa.,
thence along Interstate Highway 83
(formerly U.S. Highway 111) to Harris-
burg, Pa., thence along Pennsylvania
Highway 147 (formerly portion Penn-
sylvania Highway 14) to junction U.S.
Highway 220, (formerly portion Penn-
sylvania Highway 14), thence along US.
Highway 220 to Junction U.S. Highway
15 (formerly portion Pennsylvania High-
way 14), thence along U.S. Highway 15
to Trout Run, Pa., thence along US.
Highway 15 to the Pennsylvania-New
York State line, and Brooke, Hancock,
Marshall and Ohio Counties, W. Va.

No. MC 65941 (Sub-No. E3), filed
April 11, 1974. Applicant: TOWER
LMIES. INC., P.O. Box 6010, Wheel-
ing, W. Va. 26003. Applicant's repre-
sentative: George V. Thleroff (same
as above). Authority sought to oper-
ate as a common carrier, by motor
vehicle, over irregular routes, trans-
porting: Textites, textilp products,
chzemicals, and lumber, from points in
North Carolina and South Carolina on,
north and west of U.S. Highway 1, and
points n Georgia on and north of a line
beginning at the Atlantic Ocean and ex-
tending along U.S. Highway 80 to junc-
tion U.S. Highway 280, thence along U.S.
Highway 280 to the Georgia-Alabama
State line, to points in Pennsylvania
south and wert of a line beginning at the
Ohio-Pennsylvania State line and ex-
tending along U.S. Highway 422 to junc-
tion Pennsylvania Highway 66, thence
along Pennsylvania Highway 66 to junc-
tion U.S. Highway 119, thence along U.S.
Highway 119 to the Pennsylvania-West
Virginia State line, restricted against the
transportation of traffic from points in
Vance, Granville, Persan, Cosweli,
Forsyth, Gulford, Alamance, Orange,
Rocfdngham, Stokes, Surry, Yadkin,
Durham, Franklin, and Wake Counties,
N.C., to points in Fayette County, Pa. The
purpose of this filing is to eliminate the
gateway of Wheeling, W. Va.

No. MC 65941 (Sub-No. EI6), filed
My 9, 1974. Applicant: TOWER LINES.
INC., P.O. Box 6010, Wheeling, W. Va.
26003. Applicant's representative: George
V. Thlerofr (same as above). Authority
sought to operate as a common carner,
by motor vehicle, over Irregular routes,
transporting: (1) Iron and steel articles,
as defined by the Commison, from
points in Ashtabula, Lake,-Geauga,
Trumbull, Mahoning, Belmont, Wayne,

fEDERAL REGISTER, VOL 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975



.40608

Medina, Lorain, Portage, Carroll, Jeffer-
son, Harrison, Summit, Cuyahoga, Erie,
and Huron Counties, Ohio, points in
Monongalla, Marion, Tyler, Ohio, Han-
cock, Harron, Wetzel, Marshall, and
Brooke Counties, W. Va., and points in
Pennsylvania on and West of U.S. High-
way 219, to points in Tennessee east of
U.S. Highway 31; and (2) steel flooring
grates, from Nashville, Tenn., to the
origin territory described in (1) above.
The purpose of this filing is to eliminate
the gateway of Wheeling, W. Va.

No. MC 78228 (Sub-No. E66), filed May
30, 1975. Applicant: J. IYILER EX-
PRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's repre-
sentative: Thomas M. Mulroy, 2310
Grant Bldg., Pittsburgh, Pa. 15219. Au-
thority sought to operate as a common
carrier, by motor vehicle, over irregu-
lar routes, transporting: Foundry sand
additives (except In bulk), from those
points in Ohio on, sdut, and west of
a line beginning at Lake Erie, and ex-
tending along Ohio Highway 57 to june-
tion Interstate Highway 80, thence along
Interstate JHighway 80 to junction Ohio
Highway 8, thence along Ohio Highway
8 to junction Ohio Highway 303, thence
along Ohio Highway 303 to Hudson,
Ohio, thence along Ohio Highway 91 to
Canton, Ohio, thence along Interstate
Highway 77 to the Ohio River, to those
points in New York on and east of a line
beginning at Lake Ontario and extend-
ing along the Niagara River to Lake Erie,
thence along Lake Erie along New York
Highway 75 to Hamburg, N.Y., thence
along U.S. Highway 62 to the Pennsyl-
vania-New York State line and on and
west of New York Highway 12. The pur-
pose of this filing is to eliminate the gate-
way of Wadsworth, Ohio.

No. MC 78228 (Sub-No. E67), filed May
30, 1975. Applicant: J. MILLER EX-
PRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's represent-
ative: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Foundry sand additives
(except in bulk), from Cleveland, Ohio,
and those points in Ohio on and east of
a line beginning at Lake Erie and ex-
tending along US.. Highway 42 to Me-
dina, Ohio, thence along Ohio Highway
3 to Wooster, Ohio, thence along U.S.
Highway 250 to junction Interstate High-
way 77, thence along Interstate High-
way 77 to the Ohio-West Virginia State
line to Ft. Wayne, Ind., and those points
in Allen, Whitley, Kosciusko, Elkhart,St.
Joseph, Marshall, LePorte, Porter, and
Lake Counties, Ind., north of U.S. High-
way 30. The purpose of this filing is to
eliminate the gateway of Wadsworth,
Ohio.

No. MC 78228 (Sub-No. E69), filed
May 30, 1975. Applicant: J. MILLER
EXPRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's represent-
ative: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
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by motor vehicle, over Irregular routes,
transporting: Foundry sand additives
(except in bulk), from those points In
Ohio on and bounded by a line beginning
at Lake Erie, and extending along Ohio
Highway 91 to junction U.S. Highway
224, thence along U.S. Highway 224 to
junction Ohio Highway 18, thence along
Ohio Highway 18 to junction U.S. High-
way 25, thence along U.S. Highway 25 to
junction Interstate Highway 475, thence
along Interstate Highway 475 'to the
Ohio-Michigan State line to Lake Erie,
thence -along Lake Erie to the origin
points to points in West Virginia (except
points in Brooke, Cabell, and Hancock
Counties and points north of U.S. High-
way 60). The purpose of this filing is to
eliminate the gateway of Wadsworth,
Ohio.

No. MC 78228 (Sub-No. E70),, filed
May 30, 1975. Applicant: J. MILE
EXPRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's representa-
tive: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Foundry sand additives
(except in bulk), from those' points in
Ohio on, south, and east of a line be-
ginning at the Pennsylvania-Ohio State
line and extending-along U.S. Highway
322 to junction Ohio Highway 45, thence
along Ohio Highway 45 to junction Ohio
Highway 88, thence along Ohio Highway
88 to junction Ohio Highway 59, thence
along Ohio Highway 59 to junction Ohio
Highway 18, thence along Ohio.Highway
18 to junction Interstate Highway 71,
thence along Interstate Highway 71 to
junction Ohio Highway 89, thence along
Ohio Highway 89 to junction Ohio High-
way 95, thence along Ohio Highway 95
to junction Ohio Highway 179, thence
along Ohio Highway 179 to junction
Ohio Highway 60, thence along Ohio
Highway 60 to junction Ohio Highway
37, thence along Ohio Highway 37 to
junction Ohio Highway 78, 'thence along
Ohio Highway 78 to junction Ohio High-
way 377, thence along Ohio Highway 377
to junction U.S. Alternate Highway 50,
thence along U.S. Alternate Highway 50
to junction Ohio Highway 329, thence
along Ohio Highway 329 to junction Ohio
Highway 144, and thence along Ohio
Highway 144 to the Ohio-West Virginia
State line,. to points in Michigan. The
purpose of this filing is to eliminate the
gateway of Wadsworth, Ohio.

No. MC 78228 (Sub-No. E71), filed
May 30, 1975. Applicant: J. MILLER EX-
PRESS, INC., 152 Wabash Street. Pitts-
burgh, Pa. 15220. Applicant's representa-
tive: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Foundry sand additives
(except in bulk), from those points in

-Ohio on and east of a line beginning at
Cleveland, Ohio, and extending along
U.S. Highway 42 to junction Ohio High-
way 89; thence along Ohio Highway 89
to junction Ohio Highway 95, thence

along Ohio Highway 95 to junction Ohio
Highway 179, thence along Ohio Highway
179 to Junction Ohio Highway 60, thence
along Ohio Highway 60 to Junction Ohio
Highway 37, thence along Ohio Highway
37 to junction Ohio Highway 377, thence
along Ohio Highway 377 to junction U.S.
Alternate Highway 50, thence along U.S.
Alternate Highway 50 to junction Ohio
Highway 329, thence along Ohio Highway
329 to junction Ohio Highway 144, and
thence along Ohio Highway 144 to the
Ohio-West Virginia State line, to those
points in Michigan on, north, or west of
a line beginning at Detroit, Mich., and
extending along. U.S. Highway 12 to
junction U.S. Highway 27, and thenco
along U.S. Highway 27 to the Michigan-
Ohio State line. The purpose of this filing
is to eliminate the gateway of Wads-
worth, Ohio.

No. MC 78228 (Sub-No. E72), filed
May 30, 1975. Applicant: J. MIELE EX-
PRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's representa-
tive: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Foundry sand additives
(except in bulk), from those points in
Ohio on and east of a line beginning at
Lake Erie and extending along Ohio
Highway 58 to junction U.S. Highway 42,
thence along U.S. Highway 42 to junc-
tion U.S. Highway 23, thence along US.
Highway 23 to junction U.S. Highway
50, thence along U.S. Highway 50 to
junction Ohio Highway 41, thenc9 along
Ohio Highway 41 to the Ohio-Kentucky
State line, to those points in Michigan
on and north of a line beginning at Lake
Huron and extending along Michigan
Highway 55 to junction Michigan High-
way 66, thence along Michigan Highway
66 to Junction Michigan Highway 4Z,
thence along Michigan Highway 42 to
junction Michigan Highway 37, thence
along Michigan Highway 37 to Junction
Michigan Highway 115, and thence along
Michigan Highway 115 to Lake Michigan,
The purpose of this filing is to eliminate
the gateway of Wadsworth, Ohio.

No. MC 78228 (Sub-No. E73), filed
May 30, 1975. Applicant: J. MlLER

EXPRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicants representa-
tive: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a, common carrier,
by motor vehicle, over Irregular routes,
transporting: Foundry sand additives,
from those points In Ohio on and west
of a line beginning at Lake Erie, thence
along Ohio Highway 45 to Warren, Ohio,
thence along Ohio Highway 5 to Junction
Ohio Highway 225, thence along Ohio
Highway 225 to Alliance, Ohio, thenco
along Ohio Highway 183 to Junction Ohio
Highway 800 to Dover, Ohio, thence
along Ohio Highway 39 to Junction Ohio
Highway 93, thence along Ohio Highway
93 to junction U.S. Highway 30, thence
along U.S. Highway 36 to Junction Ohio
Highway 79, thence along Ohio Highway
79 to junction Ohio Highway 608, thenco
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along Ohio Highway 668 to junotion U.S.
Highway 22, thence along U.S. Highway
22 to Lancaster, thence along Ohio High-
way 159 to Chillicothe, thence along U.S.
Highway 50 to junction Ohio Highway
41, thence along Ohio Highway 41 to the
Ohio-Kentucky State line to those points
in Delaware on and south of a line be-
ginning at the Delaware-Maryland State
line, thence along-Delaware Highway 44
th Pearson, Del., thence along Delaware
Highway 8 to the Delaware River, re-
stricted aiainst the transportation of
liquid commodities in bulk, in tank vehi-
cles. The purpose of this filing is to elim-
inate the gateway of Wadsworth, Ohio.

No. MC 78228 (Sub-No. E74), filed
May 30, 1975. Applicant: J. BULLER
EXPRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's representa-
tive: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Foundry sand additives,

'from points in Ohio (except points in-
Ashtabula County), to points in Rhode
Island, restricted against the transporta-
tion of liquid commodities in bulk, in
tank vehicles. The purpose of this fling
is to eliminate the gateway of Wads-
worth, Ohio.

No. MC 78228 (Sub-No. E75), filed
May 30, 1975. Applicant: J. MILLER
EXPRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's representa-

tive: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Foundry sand additives,
from points in Ohio (except points In
Ashtabula and Lake Counties); to points
in Vermont, restricted against the trans-
portation of liquid commodities in bulk,
in tank vehicles. The purpose of this fil-
ing is to eliminate the gateway of Wads-
worth, Ohio.

No. MC 78228 (Sub-No. E76), filed
May 30,1975. Applicant: J. MLLER EX-
PRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's represent-
ative: Thomas IVL Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Foundry sand additives,
from points in Ohio (except points in
Ashtabula County), to points in Vermont
on and north of a line beginning at Lake
Champlain, thence along U.S. Highway
2 to the Vermont-New Hampshire State
line, restricted against the transporta-
tion of liquid commodities in bulk; in
tank vehicles. The purpose of this filing
is to eliminate the gateway of Wads-
worth, Ohio.

No. MC 78228 (Sub-No. E77), filed May
30, 1975. Applicant: J. MILLER EX-
PRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's represent-
ative: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Foundry 'sand -additives,

from points in Ohio (except points in
Ashtabula County, Ohio), to points in
New Hampshire, restricted against the
transportation of liquid commodities in
bulk. The purpose of this filing is to elim -
inate the gateway of Wadsworth, Ohio.

No. MC 78228 (Sub-No. E78), filed
May 30, 1975. Applicant: J. MILLER
EXPRESS, INC., 152 Wabash St, Pitts-
burgh, Pa. 15220. Applicant's represent-
ative: Thoms L. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Foundry sand additives,
from points in Ohio to those points in
Maine on, north, and east of a line be-
ginning at the Atlantic Ocean, near Bel-
fast, Maine, thence along Maine High-
way 137 to Junction U.S. Highway 201,
thence along U.S. Highway 201 to the
United States-Canada International
Boundary line, restricted against the
transportation of liquid commodities In
bulk, in tank vehicles. The purpose of
this fling Is to eliminate the gateway
of Wadsworth, Ohio.

No. MC 78228 (Sub-No. E79), flied
May 30, 1975. Applicant: J. MILLER
EXPRESS, INC., 152 Wabash St., Pitts-
burgh, Pa. 15220. Applicant's represent-
ative: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Foundry sand additives,
from points in Ohio (except points in
Ashtabula County, Ohio), to points in
Maine, restricted against the transporta-
tion of liquid commodities in bulk, in
tank vehicles. The purpose of this filing
is to eliminate the gateway of Wads-
worth, Ohio.

No. MC 78228 (Sub-No. E81), filed
May 30, 1975. Applicant: J. ILLER EX-
PRESS, INC., 152 Wabash Street, Pitts-
burgh, Pa. 15220. Applicant's representa-
tive: Thomas M. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Foundry sand additives,
from those points In Pennsylvania west
of a line beginning at the Ohio-Pennsyl-
vania State line, thence along U.S. High-
way 422 to New Castle, Pa., thence along
Pennsylvania Highway 18 to Rochester,
Pa., thence along Pennsylvania Highway
68 to the Ohio-Pennsylvania State line
to points in Maine, restricted against the
transportation of liquid commodities in
bulk, in tank vehicles. The purpose of
this filing s to eliminate the gateway of
Wadsworth, Ohio.

No. MC 78228 (Sub-No. E82), fled May
30, 1975, Applicant: J. MILLER EX-
PRESS, INC., 152 Wabash Street, Pitts-
burgh, Pa. 15220. Applicant's representa-
tive: Thomas A. Mulroy, 2310 Grant
Bldg., Pittsburgh, Pa. 15219. Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Foundry sand additives,
from those points in. Pennsylvania on,
south, and west of a line beginning at
the Ohio-Pennsylvania State line and

extending along US. Highway 6 to
Meadville, Pa., thence along US. High-
way 322 to Franklin, Pa., thence along
Pennsylvania Highway 8 ,to junction
Pennsylvania Highway 308, thence along
Pennsylvania Highway 308 to junction
Pennsylania Highway 8, thence along
Pennsylvania Highway 8 to Pittsburgh,
Pa., thence along Pennsylvania Highway
88 to the Pennsylvania-West Virginia
State line to those points in Maine on,
north, and east of a line beginning at
the United States-Canada international
Boundary line, thence along Interstate
Highway 95 to junction Maine Highway
212, thence along Maine Highway 212 to
junction Maine Highway 11, thence
along Maine Highway 11 to the United
States-Canada International Boundary
line, restricted against the transporta-
tion of liquid commodities in bulk in
tank vehicles. The purpose of this fing
is to eliminate the gateway of Wads-
worth, Ohio.

No.MC 92983 (Sub-No.El) ,filed June
4, 1974. Applicant: AMERICAN BULK
TRANSPORT CO., Kansas City, Mo.
64142. Applicant's representative: H. B.
Foster (same as above). Authority sought
to operate as a common carrier, by motor
vehicle, over Irregular routes, transport-
ing: (1) Soybean oil, corn oil, and salad
oils, in bulk, in tank vehicles, from Mem-
phis, Tenn., to points in North Dakota
and South Dakota; (2) animal fats and
oils, in bulk, in tank vehicles, (a) from
Memphis, Tenn., to points in Arodstock
and Washington Counties, Me. and (b)
from Memphis, Tenn., to points in the
Upper Peninsula of Michigan: (3) fats
and oils and blends thereof, in bulk, in
tank vehicles, (a) from Memphis, Tenn,
to points in Nevada, (b) from Memphis,
Tenn. to points n Idaho, Oregon, Wash-
ington, and Wyoming, (c) from Mem-
phis, Tenn., to points in California, and
(d) from Memphis, Tenn., to Keokuk
and Clinton, Iowa; (4) corn syrup, in
bulk, in tank vehicles, (a) from Memphis,
Tenn., to points in Franklin and Clinton
Counties, N.Y., (b) from Memphis, Tenn.,
to points in South Dakota and North Da-
kota, (c) from Memphis, Tenn., to points
in Minnesota, (d) from Memphis, Tenn.,
to points in Tennessee located in Hamil-
ton, Meigs, Bradley, McMinn, Polk, Mon-
roe, Blount Sevier, Cocke. Green, Wash-
ington, Sullivan, Johnson, Carter, and
Unicorn Counties, (e) from Memphis,
Tenn., to points in Florida, (f) from
Memphis, Tenn., to points in Iowa lo-
cated west of Winneshiek, Fayette, Black
Hawk, Tama, Poweshlek, Mahaska, Mon-
roe, and Appanoose Counties, (g) from
Memphis, Tenn., to points located in,
north, and west of Miami, Franklin,
Osage, Lyon, Chase, Marion, Harvey,
Sedgewick, Kingman, and Harper Coun-
ties, Kans., (h) from Memphis, Tenn., to
points in Colorado and Nebraska, (i)
from Memphis, Tenn., to points in Cali-
fornia, Oregon, and Washington, and (j)
from Memphis, Tenn., to points in Kan-
sas located in and west of Brown, Jack-
son, Shawnee, Osage, Coffey, Woodson,
Neosho, and Labette Counties;
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(5) Dry and liquid chemicals, in bulk,
in tank vehicles, (a) from points in
Tennessee (except Knoxville) to points
in Wisconsin located in and west of Iron,
Price, Taylor, Clark, Jackson, Juneau,
Sauk, Iowa, and LaFayette Counties, (b)
from points in Tennessee located in and
south and west of Dyer, Crockett, Madi-
son, Chester, and MeNairy to points in
Wisconsin located in, north, and west
of Manitowoc, Calumet, Fen Du Lac,
Dodge, Dane, and Green Counties, (c)
from points in Tennessee located in
Shelby County to points in Wisconsin
(except Kenosha County), (d) from
points in Tennessee (except Knoxville)
to points in Iowa (except Fremont
County), and (e) from points in Tennes-
see (except Shelby County and Knox-
ville) to points in Iowa; (6) dry chemi-
cals, in bulk, (a) from points in Tennes-
see (except Knoxville), located in, north,
and 6ast of Bradley, McMinn, Loudon,
Anderson, and Campbell Counties, to
points in Colorado located in and west of
Mesa, Delta, Montrose, Ouray, San Juan,
and La Plata Counties, (b) from points
in Tennessee (except Knoxville) to points
in Idaho and Montana, (c) from points
in- Tennessee (except Knoxville), to
points in California located in and north
of Mono, Tuolumne, Mariposa, Stanis-
laus, Alameda, and San Mateo Counties,
(d) from points in Tennessee (except
Knoxville) located in, north, and east of
Dyer, Crockett, Madison, Chester, and
McNairy Counties to points in California,
(e) from points in Tennessee (except
Knoxville) located in and east of Han-
cock, Grainger, Knox, Loudin, McMinn,
and Bradley Counties, to points in Ari-
zona and points in New Mexico located
in, north, and west of Hidalgo, Grant,
Sierra, Socorro, Torrance, Santa Fe,
Mom, and Colfax Counties, (f) from
points in Tennessee (except Knoxville)
located in, north, and east of Hamilton,
Sequatche, Warren, Cannon, Rutherford,
Davidson, Cheatham, and Montgomery
Counties to points in Arizona located in
Maricopa, Gila, and Apache Counties to
points in New Mexico located in-McKln-
ley, Sandoval, Los Alamos, Rio Arriba,
and San Juan Counties.

(g) From points in Tennessee (except
Knoxville) located in, north and east of
Stewart, Houston, Humphreys, Hickman,
Maury, Marshall, and Lincoln Counties
to points in Arizona located in Yuma,
Yavapai, Coconino, and Navajo Counties,
(h) from points in Tennessee (except
Knoxville), to points in Nevada located
in, north and west of Esmeralda, Mineral,
Churchill, Lander, Eureka, and White
Pine Counties and to points in Utah lo-
cated north and west of Tooele, Utah,
Wasatch, and Summit Counties, (I) from
points in Tennessee (except Knoxville),
located in, north, and east of Dyer,
Crockett, Gibson, Carr5ll, Henderson,
Decatur, and Wayne to points in Nevada
and to points in Utah located in, north,
and west of Grand Wayne, Garfield,
Kane, and Washington Counties, and (j)
from points in Tennessee (except Knox-
ville) to points located in, north and
east of Stewart, Houston, Humphreys,

Hickman, Maury, and Giles Counties, to
points in Utah;- (7) dry chemicals (ex-
cept petroleum and petroleum products),
in bulk, from points in Tennessee (except
Knoxville), to points in Minnesota and
.South Dakota; (8) dry chemicals, in bulk,
(a) from points in Tennessee (except
Knoxville) to points in North Dakota,
and (b) from points in Tennessee (ex-
cept, Knoxville) to points in Washing-
ton; (9) fertilizer (except anhydrous
ammonia), in bulk, in tank vehicles, from
Memphis, Tenn., (except Woodstock and
the site of the Oklahoma-Mississippi
Pipeline Terminal), to points in Louisi-
ana within 150 miles of Greenville, Miss.;
and (10) chemicals, in bulk, in tank ve-
hicles, (a) from points in Tennessee to
points in North Dakota, South Dakota,
Wyoming, Idaho, Montana, Arizona, Cal-
ifornia, Nevada, Oregon, and Utah, and
(b)- from points in Tennessee, to points
in Colorado and Nebraska. The purpose
of this filing is to eliminate the gateways
of (1) Clinton, Iowa; (2) Dubuque, Iowa;
(3) (a) Nebraska, (b) Kansas, (c) Colo-
rado, (d) Missouri; (4) (a) St. Louis,
Mo., and Clinton, Iowa, (b) and (c)
North Kansas City, Mo., (d) and (e)
Birmingham, Ala., (f) through (h)
North Kansas City, Mo., (I). North Kan-
sas City, Mo., and Colorado, (j) Musko-
gee, Okla.;

(5) Burlington, Iowa, and points with-
in 10 miles thereof; (6) (a) Burlington,
Iowa, and Saginaw; Mo., and points with-
in 15 miles thereof, (b) Burlington, Iowa,
and points in the Kansas City, Kans.,
Commercial Zone that are within Mis-
souri, (c) through () Burlington, Iowa,
and Kansas City, Mo.; (7) Burlington,
Iowa, and Windham, Iowa, and points
within 15 miles thereof; (8) (a) Bur-
lington and Des Moines, Iowa, (b) Bur-
lington, Iowa, and Kansas City, Mo.; (9)
Greenville, Miss.; (10) (a) those points
in the Kansas City, Kans., Commercial
Zone that are within Missouri (Turner,
Kans., is now part of Kansas City, (b)
Olathe, Kans., a point in Kansas City,
Kans., Commercial Zone (Turner, Kans.,

,is now part of Kansas City), (c) those
points in the Kansas City; Kans., Com-
mercial Zone that are within Missouri
(Turner, Kans., is now part of Kansas).

No. MC 102567 (Sub-No. E2), (Cor-
rection), filed June 3, 1974, re-published
in the FEDERAL REGISTER July 1, 1975. Ap-
plicant: McNAIR TRANSPORT, INC.,
2040 'North Loopwest, Houston, Tex.
77018. Applicant's representative: Tom
Wright (same as above). Authority
sought to operate as~a common carrier,
by motor vehicle, over irregular routes,
transporting: Such petroleum products
as are liquid chemicals (except liquefied
petroleum gases), in bulk, in tank ve-
hicles, from those points in Texas which
are within 150 miles of Henderson, Tex.,
including Henderson, Tenx., and which
are south of a line beginning at Chilton,
Tex., and extending along Texas High-
way 7 to junction U.S. Highway 287,
thence along U.S. Highway 287 to the
Texas-Louisiana State line, to points in
Alabama. The purpose of this filing is to
eliminate the gateway of the plant site

of American Cyanamid Company at
Avondale, La. The purpose of this cor-
rection is to clarify the commodity de-
scription.

No. MC 102567 (Sub-No. E3), (Correc-
tion), filed June 3, 1974, re-Published In
the FEDERAL REGISTER July 1, 1975. Ap-
plicant: McNAIR TRANSPORT, INC.,
P.O. Drawer 5357, Bossier City, La. 71010,
Applicant's representative: Jo E. Shaw,
Houston First Saving Bldg., Houston,
Tex. 77002. Authority sought to operate
as a common carrier, by motor vehicle,
over Irregular routes, transporting: Such
Petroleum products as are liquid chem-
icals (except liquefied petroleum gases),
in bulk, in tank vehicles, from Hender-
son, Tex., and points In Texas within 150
miles of Henderson, to those points in
Alabama south of a line beginning at
the Alabama-Mlssissippi State line and
extending along Alabama Highway 56 to
junction Interstate Highway 65, thence
along Interstate Highway 65 to Junction
Alabama Highway 10, thence along Ala-
bama Highway 10 to the Alabama-Geor-
gla State line. The purpose of this filing
is to eliminate the gateway of the plant
site of American Cyanamid Conpany at
Avondale, La. The purpose of this cor-
rection, is to correct the commodity de-
scription.

No. MC 106497 (Sub-No. E2), (Cor-
rection), filed May 14, 1974, published in
the FEDERAL REGISTER July 1, 1975. Appli-
cant: PAPJHL TRUCK COMPANY,
P.O. Box 912, Joplin, Me. 64801. Appli-
cant's representative: T. M. Tallon
(same as above). Authority sought to
operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: Commodities, the transportation of
which because of size or weight require
the use of special equipment or handling,
and self-propelled articles, eaoh weigh-
Ing 15,000 pounds or more, and related
machinery, tools, parts, and supplies
moving in connection therewith, re-
stricted to commodities which are trans-
ported on trailers, between points in
Ohio, on the one hand, and, on the other,
points in Arkansas, Colorado, Illinois,
Iowa, Kansas, Louisiana, Missouri, New
Mexico, Oklahoma, Oregon, Texas, and
Washington. The purpose of this filing Is
to eliminate the gateways of Indiana and
Wyoming. The purpose of this correction
is to correct the commodity description.

No. MC 106497 (Sub-No. E3), filed
May 14, 1974. Applicant: PARKHILL
TRUCK COMPANY, P.O. Box 912, Jop-
lin, Mo. 64801. Applicant's representa-
tive: T. M. Talon (same as above). Au-
thority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: (1) Commoditic,
the transportation of which because of
their size or weight requires the use of
special equipment or handling; (2) Parts
of commodities described in (1) above
which do not require special equipment
when moving in the same shipment or
the same bill of lading from a single con-
signor as commodities described in (1)
above; and (3) Self-propelled articles,
each weighing 15,000 pounds or more, and
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lated machinery, tools, parts, and sup-
plies moving in connection therewith (re-
stricted to self-propelled article, which
axe transported on trailers); between
points-in Kentucky, on the one hand,
and, on the other, points in Colorado.
New Mexico, Oregon, and Washington.
The purpose of this filing is to eliminate
the gateways of Indiana and Wyoming.
I No. MC 106603 (Sub E16), filed May

10, 1974. Applicant: DIRECT TRANSIT
LINES, INC., P.O. Box 8008, Grand
Rapids, Mich. 49508. Applicant's repre-
sentative: Martin J. Leavitt. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: roofing materials, which
are building contractors' materials, as
-defined by the Commission, from those
pbints in Illinois north of a line begin-
ning at the flinois-Indiana State line

- and extending along Illinois Highway 114
to junction Illinois Highway 17, thence
along Illinois Highway 17 to junction
Illinois Highway 11D2, thence along 1111-
nois Highway 102 to junction Illinois

"Higlfay 53, thence along Illinois High-
way 53 to junction Interstate -Highway
80, thence along Interstate Highway 80
to the Ilinois-Indiana State line, to
those points in the Upper Peninsula of
Michigan west and north of a line begin-
ning at the Michigan-Wisconsin State
line and extending along U.S. Highway 45
to junction Michigan Highway 28, thence
along Michigan Highway 28 to junction
US. 41, thence along U.S. Highway 41
to Lake Superior. The purpose of this
filing is to eliminate the gateway of
Whiting, Ind., and Wilmington, Ill.

No. MC 106603 fSub-E17), filed May
10, 1974. Applicant: DIRECT TRANSIT
LfNES, INC., P.O. Box 8008, Grand Rap-
Ids, Mich. 49508. Applicant's represent-
ative: Martin J. Leavitt. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: roofing materials, which
-are building contractors- materials, as
defined by the Commission, from those
points in Illinois north of a line begin-
ning at the Illinois-Indiana State line
and extending along Interstate Highway
70. to junction Interstate Highway 55,
thence along Interstate Highway 55 to
junction U.S. Highway 66, thence along
U.S. Highway 66 to junction Illinois
Highway 54, thence along Illinois High-
way 54 to junction Interstate Highway
74, thence along Interstate Highway 74
to the Illinois-Indiana State line, to'
those. points in the Upper Peninsula of
Michigan on and east bf U.S. Higl4way
41. The purpose of this filing is to elimi-
nate the gateway of Whiting, Ind., and
Wilmington, Ill.

No. MC 106603 (Sub-E18), filed M ay
-40, 1974. Applicant: DIRECT TRANSIT
LINES, INC., P.O. Box 8008, Grand Rap-
ids, Mich. 94508. Applicant's represent-
ative: Martin J. -Leavitt. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: roofing materials which
are building contractors' materials as
described by the Commission, from-those

points in Illinois on and south of Inter-
state Highway 70 to those points in the
Upper Peninsula of Michigan. The pur-
pose of this filing is to eliminate the
gateiZay of Whiting, Ind., and Wilming-
ton, Ill.

No. MC 106603 (Sub- 19), fled May
10, 1974. Applicant: DIRECT TRANSIT
LINES, INC., P.O. Box 8008, Grand
Rapids, MIch. 49508. Applicant's repre-
sentative: Martin J. Leavltt. Authority
sought to operate as a coihmon carrier,
by motor vehicle, over Irregular routes,
transporting: building and roofing ma-
terials which are building contractors'
materials, from points in Illinois to those
points in the Lower Peninsula of Michi-
gan. The purpose of this filing is to elim-
inate the gateway of Whiting, Ind.

No. MC 106920 (Sub-No. E93) (Cor-
rection), filed June 3. 1974, published in
the FEDERAL REcxs.xn February 13, 1975.
Applicant: RIGGS FOOD E RESS,
INC., P.O. Box 26, New Bremen, Ohio
45869. Applicant's representative: E.
Stephen Helsley, 666 Eleventh St., N.W.,
Washington, D.C. 20001. Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Commodities classified as
dairy products under B in the Appendix
to the report in Modification of Permits
of Motor Contract Carriers of Packing
House Products, 48 A.C.C. 628, except
in bulk, in tank vehicles, concentrated
whole milk and concentrated skim milk,
in containers, from points in Wisconsin
south of a line beginning at the Iowa-
Wisconsin State line and extending along
Wisconsin Highway 60 to junction U.S.
Highway 41, thence along U.S. Highway
41 to junction Wisconsin Highway 74,
thence along Wisconsin Highway 74 to
Lake Michigan,, to points in Tennessee
bounded by a line beginning at the Ken-
tucky-Tennessee State line and extend-
ing along Interstate Highway 65 to Junc-
tion U.S. Highway 31, thence alonk U.S.
Highway 31to junction Tennessee High-
way 99, thence along Tennessee Highway
99 to junction U.S. Alternate Highway 31,
thence along U.S. Alternate Highway 31
to Junction Tennessee Highway q4,
thence along Tennessee Highway 64 to
Junction Tennessee Highway 130, thence
along Tennessee Highway 130 to junction
Tennessee Highway 55, thence along
Tennessee Highway 55 to junction Ten-
nessee Highway 56, thence along Ten-
nessee Highway 56 to the Kentucky-Ten-
nessee State line, and thence along the
Kentucky-Tennessee State line to the
point of origin. The purpose of this filing
is to eliminate the gateways of Darke,
Mercer, and Auglaize Counties. Ohio. The

* purpose of this correction is to correct
the highway description.

No. MC 106920 (Sub-No. El00) (Cor-
rection), filed June 3. 1974, published in
the FEDERAL RrGisTER February 13, 1975.
Applicant: RIGGS FOOD EXPSS,
INC., P.O. Box 26, New Bremen Ohio
45869. Applicant's representative: B.
Stephen Heisley, 666 Eleventh St. NW.,
Washington, D.C. 20001. Authority
sought to operate as a common carrier,

by motor vehicle, over irregular routes,
transporting: Commodities classified as
dairy products under B n the appendix
to the report in Modification of Permits
of Motor Contract Carriers of Packing-
house Products, 48 M.C.C. E28, from
points In Missouri on and east of a line
beginning at the Iowa-Missouri State
line andaextending along U.S. Highway
61 to Junction US. Highway 36, thence
along U.S. Highway 36 to junction US.
Highway 63, thence along U.S. Highway
63 to junction US. Highway 54, thence
along U.S. Highway 54 to junction Mis-
souri Highway 73, thence along Missouri
Highway 73 to junction Missouri High-
way 32, thence along Missouri Highway
32 to junction Missouri Highway 39,
thence along Missouri Highway 39 to
Junction Interstate Highway 44, thence
along Interstate Highway 44 to the
Kansas-Missouri State line, to points in
Virginia on and south of a line beginning
at the Chesapeake Bay and extending
along U.S. Highway 360 to junction Vir-
ginla Highway 54, thence along Virginia
Highway 54 to Junction U.S. Highway
33. thence along U.S. Highway 33 to the
Virginia-West Virginia State line, and
on and north of a line beginning at the
Virginia-West Virginia State line and
extending along U.S. Highway .250 to
Junction Virginia Highway 6 to junction
US. Highway 29. thence along U.S. High-
way 29 to jimction Virginia Highway 56,
thence along Vrginj a Highway 56 to
junction US. Highway 60. thence along
U.S. Highway 60 to junction U.S. High-
way 15, thence along US. Highway 15 to
junction U.S. Highway 460, thence along
U.S. Highway 460 to junction Virginia
Highway 40, thence along Virginia High-
way 40 to Junction US. Highway 301,
thence along US. Highway 301 to the
Virginla-North Carolina State line, The
purpose of this filing is to eliminate the
gateways of Darke. Mercer, and Auglaize
Counties, Ohio. The purpose of this cor-
rection is to correct the territorial de-
scription above.

No. MC 107002 (Sub-No. E331), filed
May 12, 1974. Applicant: mlLIM
TRANSPORTERS. INC., P.O. Box 1123,
Jackson, Miss. 39205. Applicant's repre-
sentative: John J. Borth (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Petroleum
product, (except liquefied petroleum
gases), In bulk, In tank vehicles, from
Chalmette and Meraux, La, to points in
Georgia. The purpose of this filing is to
eliminate the gateway of Mississippi (ex-
cePt Crupp, Rogerslacy, and Zetus), and
Tus1caloosa or Mobile, Ala.

No. MC 107064 (Sub-No. El), filed
May 21,1974. Applicant: STEERE TANK
LINES, INC., P.O. Box 2998. Dallas, Tex.
75221. Applicant's representative: H. L.
Rice, Jr., (same as above). Authority
sought to operate as a common carrier, by
motor vehicle, over irregular routes,
transporting: Fertilizer and fertilier in-
gredients (except petroleum products and
potash), dry, in bulk; (1) from points
In that part of Texas on and west of U.S.
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Highway 83 (except points in Hamford,
Ochiltree, Roberts, Hamphill, Wheeler,
and Collinsworth Counties) to points in
Nebraska; (2) from points in that part
of Texas in and west of Dallam, Hart-
ley, Oldhow, Deaf Smith, Castro, Lamb,
Lubbock, Lynn, Dawson, Martin, Mid-
land, Crane, Pecos, and Brewster Coun-
ties to points In Kansas; and (3) from
points in Dallam, Sherman, Hansford,
Hartley, Moore, Hutchinson, Roberts,
Oldham, Potter, Carson,. Gray, Deaf
Smith, Randall, Armstrong, Donley,

.Parmer, Castro, Swisher, Briscoe, Hall,
Bailey, Lamb, Hale, Floyd, Motley, Coch-
ran, Hockley, Lubbock, Crosby, Dick-
ens, Yoakum, Terry, Lynn, Gaiza, Rent,
Gaines, Dawson, Borden, Scurry, Andres,
Martin, Howard, Mitchell, Nolan, Ector,
Midland, Glasscock, Sterling, Coke, Tom
Green, and Irion Counties, Tax., to points
in that part of Colorado east of the Con-
tinental Divide. The purpose of this filing
is to eliminate the gateway of Sheerin,
Tex.

No. MC 107993 (Sub-No. E2), fled
June 4, 1974. Applicant: J. J. WILLIS
TRUCKING CO., P.O. Box 20096, Dalla4,
Tex. 75220. Applicant's representative:
Joseph P. Willis (same as above). Au-
thority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Commodities, other
than the following commodities: ma-
chinery, equipment, materials, and sup-
plies used in, or in- connection with, the
discovery, development, production, re-
fining, manufacture, processing, storage,
transmission, and distribution of natural
gas and petroleum and their products
and by-products, machinery, materials,
equipment, and supplies used-in, or in
connection with, the construct-ion, opera-
tion, repair, servicing, maintenance, and
dismantling of pipelines, including the
stringing and picking up thereof, which,
because of size or weight, require the
use of special equipment, and related
machinery parts and related contractors'
equipment and supplies when their
transportation is incidental to the trans-
portation of commodities which by read
son of their size or weight require the
use of special equipment; (1) between
points in Pima, Santa Cruz, and Yuma
Counties, Ariz., on the one hand, and, on
the other, Pueblo, El Paso,- Larimer,
Otero, Las Animas, and Denver Coun-
ties, Colo.; (2) between points in Santa
Cruz County, Ariz., on the one hand, and,
on the other, Moffat County, Colo.; (3)
between points' in Gila, Yavapal, and
Maricopa Counties, Ariz., on the one
hand, and, on the other, Otero and Las
Animas Counties, Colo.; (4) between
points in Marlcopa, Navajo, Pima, Pinal,
Santa Cruz, Yavapai, and Yuma Coun-
ties, Ariz., and points in that part of Co-
conino County, Ariz., on and south of U.S.
Highway 66, on the one hand, and, on
the other, Logan, Washington" Sedgwick,
Phillips, Yuma, Lincoln, Kit Carson,
Cheyenne, Kiowa, Crowley, Bent, Prow-
ers, and Baca Counties, Colo.

(5) Between points in Greenlee, Gra-
ham, and Cochise Counties, Ariz., on the
one hand, and, on the other, points in

that part of Colorado on and north and
east of a line from the Colorado-New
Mexico State line extending along U.S.
Highway 550 to Montrose, Colo., thence
along U.S. Highway 50 to the Colorado-
Utah State line; (6) between points in
Arizona, on the one hand, and, on the
other, points in Oklahoma; (7) between
points in Moffat, Routt, Jackson, Lari-
mar, Boulder, Weld, Logan, Sedgwick,
Morgan, Phillips, Washington, Yuma,
Adams, Denver, Arapahoe, Douglas, El-
bert, Lincoln, Kit Carson, El Paso, Chey-
enne, Pueblo, Crowley, Kiowa, Otero,
Bent, Prowers, and Baca Counties, Colo.,
on the -one hand, and, on the other,
Quay, DeBaca, Curry, Roosevelt, Chavis,
Lea, Grant, Sierra, Otero, Eddy, Hidalgo,
Luna, and Dona Ana Counties, N. Mex.,
(8) between points in Moffat, Routt,
Jackson, Larimer, Boulder, Weld, Logan,
Sedgwick, Morgan, Phillips, Washington,
Yuma, Adams, Denver Arapahoe, Doug-
las, Elbert, Lincoln, Kit Carson, El Paso,
Cheyenne, Pueblo, Crowley, Kiowa,
Otero, Bent, Prowers, Baca, Rio Blanco,
Garfield, Eagle, Grand, Summit, Gilpin,
Jefferson, Clear Creek, Mesa, Pitkin,
Lake, Park, Delta, Gunnison, Chaffee,

-Fremont, Saguache, Custer, Huerfano,
and Las Animas Counties, Colo., on the
one hand, and, on the other, points in
Hidalgo and Quay Counties, N. Mex.;
(9) between points in Logan, Sedgwick,
Phillips, Washington, Yuma, Kit Carson,
Cheyenne, Kiowa, Bent, Prowers, and
Baca Counties, Colo., on the one hand,
and, on the other, points In Bernalillo,
Torrance, and Socorro Counties, N.
Mex.; (10) between points in Kit Carson
County, Colo., on the one hand, and, on
the other, points in McKinley, Sandoval,
Los Alamos, and Santa Fe Counties,
N. Mex.; (11) between points in Mesa
County, Colo., on the one hand, and, on
the other, points in Otero County, N.
Mex.

(12) Between points in Colorado, on
the one hand, and, on the other; points
in that part of Texas west and south of a
line beginning at the New Mexico-Texas
State line and extending along U.S. High-
way 80 to junction U.S. Highway 54 to El
Paso, Tex., thence along U.S. Highway
86" to Abilene, Tex., and thence along U.S.
Highway 84 to the Texas-Louisana State
line; (13) between points in New Mex-
ico (except those in Union County), on
the one hand, and, on the other, points in
Oklahboma (except those In Cimarron
County); and (14) between points in
Oklahoma, on the one hand, and, on the
other, points in that part of Texas west
and south of a line beginning at the New
Mexico-Texas State line and extending
along U.S. Highway 80 to junction U.S.
Highway 54, thence along U.S. Highway
54 to El Paso, Tex., thence along U.S.
Highway 84 to the Texas-Louisian. State
line. The purpose of this filing Is toelim-
inate the gateways of points in that part
of Texas east and north of a line begin-
ning at the New Mexico-Texas State line
6nd extending along U.S. Highway 80 to
junction U.S. Highway 54, thence along

'U.S. Highway 54 to El Paso, Tex., thence
along U.S. Highway 80 to Abilene, Tax.,
and thence along U.S. Highway 84 to the

Texas-Louisiana State line, Including
points on the indicated portions of the
highways specified.

No.- MC 108207 (Sub-No. E2) (Correc-
tion), filed April 9, 1974, published in the
FEDERAL REGISTER July 28, 1975. Appli-
cant: FROZEN FOOD EXPRESS, INC.,
P.O. Box 5888, Dallas, Tex. 75222. Appli-
cants representative: Mike Smith (same
as above). Authority sought to operate
as a common carrier, by motor vehicle,
over irregular routes, transporting: (A)
Frozen lods, and meats, meat by-prod-
ucts, and meat products, as defined by
the Commission (except canned or
packaged meats and canned or packaged
meat products, other than canned hams,
packaged hams, and packaged bacon),

,dairy products as defined by the Com-
mission, salad dressing, yeast, and un-
cooked bakery goods; (B) Frozen loods,
and meats, meat products, and meat by-
products as defined by the Commission
(except canned or packaged meat prod-
ucts, other than canned hams, packaged
hams, and packaged bacon), from points
in Mississippi to points In New Mexico,
Arizona, and California. The purpose of
this filing is to eliminate the gateway of
points in Texas. The purpose of this
partial correction Is to include (B) above,
The remainder of this letter-notice re-
mains as previously published,

No. MC 109637 (Sub-El), filed June 4,
1974. Applicant: SOUTHERN TANK
LINES, INC., 10 West Baltimore Avenue,
Lansdowne, Pa. 19050. Applicant's rep-
resentative: John E. Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Petro-
chemicals, in bulk, in'tank vehicles, from
East Liverpool, Ohio to points in Alaba-
ma, Arkansas, Mississippi, points In
Georgia on and west of U.S. Highway 441
and points in Tennessee on and west of
U.S. Highway 127. The purpose of this
filing is to eliminate the gateways of
Madison, Ind. and Robertson County,
Tennessee.

No. MC 109637 (Sub-E2), filed June 4,
1974. Applicant: SOUTHERN TANK
LINES, INC., 10 West Baltimore Ave.,
Lansdowne, Pa. 19050. Applicant's rep-
resentative: John E. Nelson (same as
above). Authority sought to operate as a
common corrier, by motor vehicle, over
irregular routes, transporting: Petro-
chemicals, In bulk, In tank vehicles, from
Lawrencevlle, Illinois to points In Ala-
bama on and south of U.S. Highway 72,
points in North Carolina on and west of
U.S. Highway 71, and points in Georgia
and South Carolina. The purpose of this
filing is to eliminate the gateways of
Louisville, Ky.- and Robertson County,
Tennessee.

No. MC 109637 (Sub-E8), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., TEN WEST BALTIMORE
AVENUE, LANSDOWNE, PA. 19050. Ap-
plicant's representative: John Nelson
(same -as above). Authority sought to
operate as a common carrier, by motor
vehicle, over Irregular routes, transport-
ing: Chemicals, In bulk, in tank vehicles
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-from Robertson Counfy, Tennessee to
-points in Kansas, Louisiana, Oklahoma,-
Texas, and points in Illinois north and
west of a line beginning at the Iowa-Illi-
nois State line and extending along U.S.
Highway 24 to junction U.S. Highway
66, thence along U.S. Highway 66 to Chi-
cago, Ill., and points in Missouri north
and west of a line beginning at the Kan-
sas-Missouri State line and extending
along US. Highway 24 to junction U.S.
Highway 65 thence along U.S. Highway
65 to the Iowa-Missouri State line. The
purpose of this filing is to eliminate the
gateway of Calvert City, Kentucky.

No. MC 109637, (Sub-E9), flied May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Ihansdowne, Pa. 19050. Applicant's
representative: John Nelson (same Ps
above). Authority sought to operate as
a common carrier, by motor vehicle, over
'irregular routes, transporting: Liquid
chemicals, in bulk, in tank vehicles from
McIntosh, Ala., to points in Illinois, In-
diana, Iowa, Kansas, Michigan, Minne-
sota; Nebraska. Ohio. points in Missouri
north and east of a line beginning at the
Ilinois-Missouri State line and extend-
ing along U.S. Highway 60 to junction
U.S. Highway 63. thence along U.S. High-
way 63 to the Iowa-Missouri State line,
and points in West Virginia, except
Brooke, Hampshire, Hancock, Kanawha,
Monongalia and Ohio Counties. The pur-
pose of thisfiling is to eliminate the
gateway of Calvert City, Kentucky.

No. MC 109637 (Sub-Ell), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Petroleum
products (except benzol, toluol and
tylol), as described in, Appendix XI, in

-bulk, in tank vehicles,' from Daviess
County- and West Point, Ky., to points
in Illinois south of U.S. Highway 24. The
purpose ot this filing is to'elininate the
gateway of Troy, Indiana.

No. _MC 109637 (Sub-E12), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC.,'Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Petroleum
and Petroleum Products as described in
Appendix XIII, in bulk, in tank vehicles
(except asphalt and asphalt derivatives
from Columbia Park, Ohio and except
petroleum naphtha and styrene and coal
spray oil). from Columbia Park. Ohio to
points in Illinois south of a line beginning
at the Illinois-Kentucky State line and
nxtending along State Highway 13 to
junction State Highway 149, thence
along State Highway 149 to junction

" State Highway, 3, thence along State
Highway 3 to East St. Iouis, Illinois. The
purpose ofthis filing is to eliminate the
gateway of West Point, Kentucky 'and
Troy, Indiana.

No. MC 109637 (Sub-E13), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., TEN WEST BALTIMORE
AVENUE, LANSDOWNE, PA. 19050. Ap-
plicant's representative: John Nelson
(same as above). Authority sought to op-
erate as a common carrier, by motor ve-
hicle, over irregular routes, transporting:
Petroleum products as described in Ap-
pendix in bulk, In tank vehicles,
from East Liverpool, Ohio to points in
Missouri, points In Tennessee on and west
of U.S. Highway 25E and points In Ken-
tucky on and west of U.S. Highway 75.
The purpose of this filing is to eliminate
the gateway of Madison, Ind..

No. MC 109637 (Sub-E15), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Petroleum
products as described in Appendix XIII.
in bulk, in tank vehicles, from Lawrence-
ville, Ill. to points in Ohio south and east
of a line beginning at the Ohio-Indiana
State line and extending along U.S. High-
way 40 to Junction Interstate Highway
75, thence along Interstate Highway 75
to junction State Highway 65. thence
along State Highway 65 to Junction State
Highway 109, thence along State High-
way 109 to the Ohio-Michigan State line.
The purpose of this filing is to eliminate
the gateway of Louisville, KY., and Madi-
son. Indiana.

No. MC 109637 (Sub-E17), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applicant's
representative: 'John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Petro-
leum Products as described in Appendix
XIII (except Dry Petrochemicals to
points In Illinois). in bulk. In tank ve-
hicles, from West Point. Ky. to points
in Illinois on and north of U.S. Highway
50. The purpose of this filing is to eimi-
nate the gateway of the Petroleum Prod-
ucts terminal of the LaGloria Oil & Gas
Company near Seymour, Indiana.

No. MC 109637 (Sub-E18), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applcant's
representative: John Nelson (same as
above). Authority sought to operdte as
a common carrier, by motor vehicle, over
irregular routes, transporting: Petro-
Zeum products as described In Appendix
XIII, in bulk. in tank vehicles, from
Lucas County, Ohio tb points in Tennes-
see on and west of U.S. Highway 25E.
The purpose of this filing is to eliminate
the gateway of Louisville. Ky.

No. MC 109637 (Sub-E19), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Landsdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as

a common carrier, by motor vehicle, over
Irregular routes, transporting: Petro-
leum Products, in bulk. in tank vehicles
(except Anhydrous Ammonia and dry
petrochemicals to points in Illinois)
from Pascagoula, Miss., to points in Illi-
nois on and north of a line beginning at
the Indiana-Illinois State line and ex-
tending along U.S. Highway 36 to Deca-
tur, Illinois, thence along State High-
-way 121 to junction U.S. Highway 136,
thence along U.S. Highway 131 to the
Illinois-Iowa State line. The purpose of
this filing Is to eliminate the gateways
of Louisville, Kentucky and the Petro-
leum Products terminal of the LaGloria
O11 & Gas Co., near Seymour, Indiana.

No. MC 109637 (Sub-E22). filed May
29. 1974. Applicant: SOUTHERN TANK
LINES. INC.. Ten West Baltimore Ave-
nue, Landsdowne, Pa. 19050. Applicatnt's
representative: John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Petro-
leum products as described in Appendix
XIII, In bulk. In tank vehicles,' from
Evansville, Ind., to points in Tennessee
on and east of a line. beginning at the
Kentucky-Tennessee State line and ex-
tending along US. Highway 27 to junc-
tion State Highway 62. thence along
State Highway 62 to junction US. High-
way 129. thence along U.S. Highway 129
to the Tennessee-North Carolina State
line. The purpose-of this filing is to elim-
inate the gateway of Louisville, Ky.

No. MC 109637 (Sub-E26). filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue. Lansdowne, Pa. 19050. ApplicAnt's
representative: John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Petroleum
and PetroZeum Products as described in
Appendix. XIII (except those of which
are also named in Appendix XV. in balk,
in tank vehicles, from Henderson, West
Point. and Daviess County, Ky. to points
in Virginia. The purpose of this filing is
to eliminate the gateway of Jacksonville,
Ind. and Louisville, Ky.

No. MC 109637 (Sub-E30), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES. INC.. Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Petro-
chemicals, in bulk, in tank vehicles, from
Jefferson County, Ky., Clark and Floyd
Counties, Ind.. to points in Alabama,
Arkansas, Georgia, Mississippi and
points In Barry, Barton. Carter. Christ-
Ian, Dade, Douglas. Greene, Howell, Jas-
per, L wrence, McIonald, Newton, Ore-
gon. Ozark. Ripley, Stone, Shannon. Ta-
ney. Texas. Vernon, Webster, and Wright
Counties, Missouri. The purpose of this
filing Is to eliminate the gateway of Rob-
erson County, Tenn.

No. MC 109637 (Sub-E37), filed
May 29, 1974. Applicant: SOUTHERN

FEDERAL REG)STER, VOL 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975

40613



TANK LINES, INC., Ten West Baltimore No. MC 109637 (Sub-E41), filed
Avenue, Landsdowne, Pa. 19050. Appli- May 29, 1974. Applicant: SOUTHERN
cant's representative: John Nelson (same TANK LINES, INC., Ten -West Baltimore
as above). Authority sought to operate Avenue, L.ndsdowne, Pa. 19050. Appli-
as a common carrier, by motor vehicle, cant's representative: John Nelson (same
over irregular routes, transporting: Pet- as above). Authority sought to operate

- rochemicals, in bulk, in tank vehicles as a common carrier, by motor vehicle,
from Midison, Ind., to points in Arkan- over irregular routes, transporting:
sas, Kansas, Louisiana, Nebraska, Okla- Petrochemicals, in bulk, in tank vehicles,
homa, Texas and points in Florida on from Cincinnati, Ohio to points in Ala-
and south of State Highway 40 and points -bama, Arkansas, Georgia, Mississippi,
in Escambia and Santa Rosa Counties, Missouri, on and south of U.S. Highway
Fla. The purpose of this filing is to elimi- 60, and points in Tennessee. The pur-
nate the gateway of Calvert City, Ky. pose of this filing is to eliminate the gate-

No. MC 109637 (Sub-E37), filed way of Robertson County, Tenn.

May- 29, 1974. Applicant: SOUTHERN No. MC 109637 (Sub-E42), filed
TANK LINES, INC., Ten West Baltimore May 29, 1974. Applicant: SOUTHERN
Avenue, Lansdowne, Pa. 19050. Appli- TANK LINES, INC., Ten West Baltimore
cant's representative: John Nelson (same Avenue, Lansdowne, Pa. 19050. Appli-
as above). Authority sought to operate can's representative: John Nelson (same
as a common carrier, by motor vehicle, as above). Authority sought to operate as
over irregular routes, transporting: Pet- a common carrier, by motor Vehicle, over
rochemicals, in bulk, in tank vehicles, irregular routes, transporting: Petro-
from Old Shawneetown, Ill., to points chemicals, in bulk, in tank vehicles (ex-
in Ohio on and east of Interstate -High- cept benzol, Toluol and xylol) from
way 75, and points In Alabama, Arkansas, Louisville and West Point, Ky., to points
Florida, Georgia, Kansas, Louisiana, in Kansas, Louisiana, Minnesota, Ne-
Michigan, Minnesota, Mississippi, Ne- braska, Oklahoma, Texas. The purpose
braska, Oklahoma, South Carolina, Ten- of this filing is to eliminate the gateway
nessee, Texas, and West Virginia (ex- of Troy, Ind., and Calvert City, Kentucky.
cept Brooke, Hampshire, Hancock, Ka- No. MC 109637 (Sub-E43), filed May
nawha, Monongalia, and Ohio Counties, 29, 1974. Applicant: SOUTHERN TANK
W. Va.). The purpose- of this filing is to LINES, INC., Ten West Baltimore Ave-
eliminate the gateway of Calvert City, nue, Lansdowne, Pa. 19050. Applicant's
Kentucky. representative: John Nelson (same' as

No. MC 109637 (Sub-No. E38), filed above). Authority sought to operate as a
May 29, 1974. Applicant: SOUTHERN common carrier, by motor vehicle, over
TANK LINES, INC., Ten -West Bblti- irregular routes, transporting: Petro-
more Avenue, Lansdowne, Pa. 19050. Ap- chemicals, in bulk, in tank vehicles (ex-
plicant's representative: John Nelsbn cept benzol, toluol and xylol), from
(sdme as above). Authority sought to Lucas County, Ohio to points in Arkan-
operate as a common carrier, by motor sas, points in Florida on and west of U.S.
vehicle, over irregular routes, -transport- Highway .231, points. in Kansas, and
ing: Petrochemicals, in bulk, in tank ve- Louisiana, points in Missouri on and
hicles, from Covington, Ky., to points in south of U.S. Highway 60, and points in
Alabama, Georgia, Mississippi and points. Oklahoma, and Texas. The purpose of
In Tennessee on and west of a line be- this filing is to eliminate the gateways of
gihning .at the Kentucky-Tennessee Jefferson County, Ky., Troy, Ind., and
State line and extending along U.S., Calvert City, Ky.
Highway 231 to junction U.S. Highway No. MC 109637 (Sub-E44), filed May
70S, thence along U.S. Highway 70S to 29, 1974. Applicant: SOUTHERN TANK
junction Tennessee Highway 30, thence LINES, INC., Ten West-Baltimore Ave-
along Tennessee Highway 30 to junction nue, Lansdowne, Pa. 19050. Applicant's
U.S. Highway 27, thence along U.S. representative: John Nelson (same as
Highway 27 to the Georgia-Tennessee above). Authority sought to operate as a
State line. The purpose of this filing is common carrier, by motor vehicle, over
to eliminate the gateways of Clark irregular routes, transporting: Petro-
County, Ind., and Robertson County, chemicals, in bulk, in tank vehicles, from
Tenn. Lucas County, Ohio to points in Alabama,

No. MC 109"637 (Sub-E39), filed.May Arkansas, Georgia, Mississippi, and
29, 1974. Applicant: SOUTHERN TANK points in Tennessee on and west of U.S.
LINES, INC., Ten West Baltimore Ave- Highway 25E. The purpose of this filing
-nue, Lansdowne, Pa. 19050. Applicant's is to eliminate the gateway of Jefferson
representative: John Nelson (same as County, Kentucky and Robertson County,
above). Authority sought to operate as a Tennessee.
common carrier, by motor vehicle, over NO. MC 109637 (Sub-E45), filed May
irregular routes, transporting: -Petro-
chemicals, in bulk, in tank vehicles, from 29, 1974. Applicant: SOUTHERN TANK

Indianapolis, Ind.,-to points in Alabama, LINES, INC., Ten West Baltimore Ave-

Georgia, Mississippi, and points in Ar- nue, Lansdowne, Pa. 19050. Applicant's

kansas on and west of U.S. Highway 63, representative:- John Nelson (same as

and points in South Carolina on and above). Authority sought.to operate as
west of U.S. Highway 76. The purpose of a common carrier,by motor vehicle, over

irregular routes, transporting: Petro-
this filing Is to eliminate the gateway of chemicals, in bulk, in tank vehicles, from
Jefferson County, Ky., and Robertson the Petroleum Products Terminal of the
County, Tenn, LaGloria Oil & Gas Co., near Seymour,

Indiana, to points in Alabama, Arkansas,
Georgia, Mississippi and points in South
Carolina on and ivest of U.S. Highway 76.
The purpose of this filing is to eliminate
the gateways of Louisville, Kentucky and
Robertson County, Tennessee.

No. MC 109637 (Sub-E46), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: -Petro-
chemicals, In bulk, In tank vehicles (ex-
cept benzol,- toluol and xylol), from
Owensboro, Kentucky to points In Ar-
kansas, Escambla and Santa Rosa Coun-
ties, Florida and points in Florida on and
south of State Highway 40, points in
Kansas, Louisiana and Missouri on and
south of U.S. Highway 60, and points in
Oklahoma, and Texas. The purpose of
this filing Is to eliminate the gateway of
Troy, Indiana and Calvert City, Ken-
tucky.

No. MC 109637 (Sub-E47), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore AV-
enue, Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, .transporting: Petro-
chemicals, In bulk, In tank vehicles, from
the Petroleum Products Terminal of the
LaGloria Oil & Gas Co., near Seymour,
Ind., the Terminal site of the Texas
Eastern Transmission Corp., at or near
Lebanon, Warren County, Ohio and
Hamilton County, Ohio to pointa In Ar-
kansas, Florida, Louisiana, Oklahoma,
Texas and points In Kansas on, west and
south of a line beginning at the Nebras-
ka-Kansas State line and extending
along U.S. Highway 81 to Junction State
Highway 196, thence along State High-
way 196 to function U.S, Highway 54,
thence along U.S. Highway 54 to the
Kansas-Missouri State line. The purpose
of this filing is to eliminate the gateway
of Calvert City, Kentucky.

No. MC 109637 (Sub-E48), filed May
29, 1974. Applicant: SOUTHERN TANK
LINES, INC., Ten. West Baltimore Av-
enue, Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Petro-
chemicals, in bulk, In tank vehicles, as
'described In Appendix XIII, from The
Terminal site of Texas Eastern Trans-
mission Company at Lebanon, Ohio to
points in Alabama, Arkansas, Mississippi,'
points In Missouri on and south of U.S,
Highway 60, and points In Tennessee on
and west of a line beginning at the Ken-
tucky-Tennessee State line and extend-
ing along U.S. Highway 65 to junotlon
U.S. Highway 41, thence along U.S.

-Highway 41 to the Tennessee-Georgia
State line. The purpose of this filing is
to eliminate the gateway of Jefferson
County, Kentucky, and Robetson
County, Tennessee.
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No. MC 109637 (Sub-E51), mted
May 29, 1974. Applicant: SOUTHERN
TANK LINES, INC., Ten West Baltimore
Avenue, Lansdowne, Pa. 19050. Appli-
cant's representative: John Nelson,
(same as above). Authority sought to op-
erate as a common carrier, by motor ve-
hicle, over irregular routes, transport-
ing: Petrockemicals, in bulk, in tank ve-
hicles (except benzol, toluol and xylol).
from the Terminal site of the Texas
Eastern Transmission Corp. at or near
Princeton, Gibson County, Indiana, to
points in Alabama, Arkansas, Florida,
Georgia, Louisiana, Mississippi, Okla-
homa, South Carolina, Tennessee, Texas,
points on and west of U.S. Highway 81,
and points in Kansas on, west and south
of -a line beginning at the Nebraska-
Kansas State line and extending along
U.S. Highway 81 to junction U.S. High-
way 54, thence along U.S. Highway 54 to
the ansas-Missouri State line. The
purpose of this filing is to eliminate the
gateway of Calvert City, Ky.

No. MC 109637 (Sub-E57), filed
May 29, 1974. Applicant: SOUTHERN
TANK LINES, INC., Ten West Baltimore
Avenue, Lansdowne, Pa. 19050. Appli-
cant's representative: John Nelson,
(same as above). Authority sought to op-
erate as'a common carrier, by motor ve-
hicle, over irregular routes, transport-
Ing: Whiskey, in bulk, in tank vehicles,
from points in Kentucky on and west of
U.S. Highway 27 to points In Maryland,
New York, and Pennsylvania. The pur-
pose of this filing is to eliminate the
gateway of Madison, Ind.

No. MC 109637 (Sub-E60), filed
May 29, 1974. Applicant: SOUTHERN
TANK LINES, INC., Ten West Balti-
more Avenue, Lansdowne, Pa. 19050.
Applicant's representative: John Nelson
(same as above). Authority sought to
operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: Liquefied petroleum gas, in bulk, in
tank vehicles, from Crossville, IIl., to
points in Tennessee on and east of a
line beginning at the Kentucky-Tennes-
tee State line and extending along U.S.
Highway- 75 to Knoxville, Tenn., thence
along U.S. Highway 129 to the Tennes-
see-North Carolina State line. The pur-
pose of this filing is to eliminate the
gateways of Daviess County, Ky., Troy,
Ind., and Louisville, Ky.

No. MC 109637 (Sub-E62), filed
May 29,- 1974. Applicant: SOUTHERN
TANK LINES, INC., Ten West Balti-
more Avenue, Lansdowne, Pa. 19050.
Applicant's representative: John Nelson
'(same as above). Authority sought to
operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: Liquefied petroleum gas, in bulk,
in tank vehicles, from Crossville, Ill.,
points in Indiana, on, south and eat
of a line beginning at the Ohio-Indiana
State- line and extending along U.S.
Highway 40 to Indianapolis, thence along
U.S. Highway 74 to junction U.S. High-
way 421, thence along U.S. Highway 421
to the Kentucky-Indiana State line. The
purpose of this filing is to eliminate the
gateway of Daviess County..Kentucky.

No. MC 109637 (Sub-EG7), filed May
29,1974. Appplicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Asphalt
and Asplalt products, in bulk, in tank
vehicles, from the Site of the Kentucky
Asphalt Terminal. Inc. near Louisville,
Ky., to points in Llissouri (except Butler,
Dunkin, New Madrid, Mississippi, Stod-
dard, Scott, Wayne, Bollinger and Cape
Girardeau Counties). The purpose of
this fing is to eliminate the gateway of
Madison, Ind.

No. MC 109637 (Sub-E68), filed My
29,1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore, Ave,
Lansdowne, Pa. 19050. Applicant's repre-
sentative: John Nelson (same as above).
Authority sought to operate as a com-
mon carrier, by motor vehicle, over Ir-
regular routes, transporting: Asphalt
and asphalt products, In bulk, in tank
vehicles, from North Vernon, Ind., to
points in Missouri on and west of U.S.
Highway 65. The purpose of this filing
is to eliminate the gateways of LouisvM%
Kentucky and Madison, Ind.

No..MC 109637 (Sub-E70), filed My 29,
1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
Irregular routes, transporting: Asphalt
and asphalt products, In bulk, in tank
vehicles, from North Vernon, Ind., to
points in Tennessee west of US. High-
way 25E (except Nashville and points
within 10 miles thereof). The purpose of
this filing Is to eliminate the gateway of
Bowling Green, Kentucky.

No. MC 109637 (Sub-E73),filledMay 29,
1974. Applicant: SOUTHERN TANK
LINES, INC., Ten West Baltimore Ave-
nue, Lansdowne, Pa. 19050. Applicant's
represeritative: John Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Liquid
nitrogen lertilizer solutions, In bulk, in
tank vehicles, from Cincinnati, Ohio to
points in Missouri, points In Kentucky
on and west of U.S. Highway 31E, and
points in Tennessee on and west of U.S.
Highway 27. The purpose of this filing
is to eliminate the gateway of Madison,
Indiana.

No. MC 109637 (Sub-No. E76) filed
May 29. 1974. Applicant: SOUTHERN
TANK LINES, INC., 10 West Baltimore
Ave., Lansdowne, Pa. 19050. Applicants
representative:' John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Animal
fats and greases, In bulk, In tank vehicles,
from Owensboro, Ky., to points In Mich-
igan, North Carolina, New Jersey, Dela-
ware, Florida, Maryland, New York,
Ohio, Pennsylvania, South Carolina,
Virginia, West Virginia, District qf Co-
lumbia, points In Georgia south and east

of a line beginning at the Alabama-
Georgia State line and extending along
U.S. Highway 80 to Junction US. High-
way 25, thence along U.S. Highway 25 to
the Georgia-South Carolina State line.
and points in Louisiana on and south of
U.S. Highway 90. The purpose of this fil-
Ing is to eliminate the gateway of Jeffer-
sonville, Ind.

No. MC 109637 (Sub-No. E80), filed
My 29, 1974. Applicant: SOUTHERN
TANK LINES. INC., 10 West Baltimore
Ave., Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Calcium
carbide residue, fly ash, plastic granules,
and re ln powder, in bulk, in tank ve-
hicles, from Ironton and South Point,
Ohio, to points in Alabama, Arkansas,
points in Georgia on and west of U.S.
Highway 75, and points In Mississippi.
The purpose of this filing is to eliminate
the gateways of Louisville, Ky., and Rob-
ertson County, Tenn.

No. MC 109637 (Sub-No. E82), filed
May 29, 1974. Applicant: SOUTHERN
TANK LINES, INC., 10 West Baltimore
Ave., Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Calcium
carbide residue, fly ash, plastic granules,
and resin powder, in bulk, in tank ve-
hicles, from Louisville, Ky., to points in
Arkansas. The purpose of this filing is
to eliminate the gateway of Robertson
County, Tenn.

No. MC 149637 (Sub-No. E85), filed
May 29, 1974. Applicant: SOUTHERN
TANK LINES, INC., 10 West Baltimore
Ave., Lansdowne, Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Coal tar
and coal tar products, In bulk, in tank
vehicles, from the plant site of Western
Tar Products Corp, at or near Terre
Haute, Ind., to points In Tennessee on
and east of a line beginning at the Ken-
tucky-Tennessee State line and extend-
ing along Interstate Highway 75 to
Knoxville, Tenn, thence along U.S.
Highway 129 to the North Carolina-Ten-
nessee State line and points In West Vir-
ginia (except the site of the Celanese
Corp., of American plant near Point
Pleasant, W. Va., and points in Brooke,
Hampshire, Hancock, Kanawha, Marion,
Marshall, Monongalia, Ohio, Pleasants,
and Wetzel Counties). The purpose of
thfiling is to eliminate the gateway of
Cincinnati, Ohio.

No. MC 109637 (Sub-No. E86). filed
My 29, 1974. Applicant: SOUTHERN
TANK LINES, INC., 10 West Baltimore
Ave., Lansdowne. Pa. 19050. Applicant's
representative: John Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
Irregular routes, transporting: Coal tar
and road tar, In bulk, in tank vehicles,
from Cincinnati, Ohio, to points in
Illinois on and south of a line beginning
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at the Illinols-Missouri State line and ex-
tending along Illinois Highway 104 to
Taylorsville, thence along Illinois High-
way 29 to junction Illinois Highway 16,
thence long Illinois Highway 16 to Junc-
tion U.S. Highway 150, thence along U.S.
Highway 150 to the Illinois-Indiana State
line. The purpose of this filing Is to elimi-
nate the gateways of Jeffersonville, Ind.,
and the plant site of the Kentucky
Asphalt Terminal near Louisville; Ky.

No. MC 113843 (Sub.-No. E509), filed
May 19, 1974. Applicant: REFRIGER-
ATED FOOD EXPRESS, INC., 316 Sum-
mer Street, Boston, Mass. 02210. Appli-
cant's representative: Lawrence T. Shells
(same as above). Authority sought to
operate as a common carrier, by motor
vehicle, over-irregular routes, transport-
Ing: Frozen prune juice, from those
points in Pennsylvania on and west of
U.S. Highway 15, and on, north, and east
of a line beginning at the Pennsylvania-
New York State line and extending along
Pennsylvania Highway 249 to Junction
Pennsylvania Highway 287, thence along
Pennsylvania Highway 287 to junction
Pennsylvania Highway 414, thence along
Pennsylvania Highway 414 to junction
Pennsylvania Highway 664, thence along
Pennsylvania Highway 664 to junction
U.S. Highway 220, thence along U.S.
Highway 220 to Junction Pennsylvania
Highway 120, thence along Pennsylvania
highway 120 to junction Pennsylvania
Highway 477, thence along Pennsylvania
Highway 477 to junction Pennsylvenia
Highway 477 to junction Pennsylvania
Highway 192 to junction U.S. Highway
15, to points in North Dakota. The pur-
pose of this filing is to eliminate the gate-
way of the plant sites and storage facili-
ties of Duffy-Mott Co., Inc,, at or near
Hamlin, Holley, or Williamson, N.Y.

By the Commission.
[SEAL] ROBERT L. OswALD,Secretary.

'Jn Doc.75-23331 Filed 9-2-75;8;45 am]

INotice No. 845]

ASSIGNMENT OF HEARINGS
AuGUST 28,1975.

Cases assigned for hearing, postpone-
ment, cancellation or oral argument ap-
pear below and will be published only
once. This list contains 'Prospective as-
signments only and does not include
cases previously assigned hearing dates.
The hearingg will .be on the issues as
presently reflected in the Ofllcial Docket
of the Commission. An attempt will be
made to publish notices of cancellation

of hearings as promptly as possible, but
interested parties should take appropri-
ate steps to insure that they are notified
of cancellation or postponements of
hearings in which they-are interested.

MC 140824, Metro Cab, Inc, now being as-
signed October 20, 1975 (1 day), at Trenton,
New Jersey, in a hearing room to be later
designated.

MC 504 Sub 102, Harper Motor Lines, Inc.,
now being assigned October 7, 1975, at At-
lanta, Georgia, will be held at the Holiday
Inn-Downtown, 175 Piedmont Avenue,
Northeast.

[SEAL] ROBERT L. OSWALD,
Secretary.

[FR Doc.75-23335 'Piled 9-2-75;8:45 am]

[Notice No. 661
MOTOR CARRIER TRANSFER

PROCEEDINGS

SEPTEmR 2, 1975.
Application filed for temporary au-

thorit;y under Section 210a(b) in connec-
tion with transfer application under Sec-
tion 212 (b) and Transfer Rules, 49 CFR
Part 1132:

MC-FC-76064. By application filed
August 26, 1975, G & R TRUCKING,
INC., 11973 Barden Tower Road, Floris-
sant, MO 63033, seeks to lease the. oper-
ating rights of SNOWBALL, LTD.
(through th'6 Internal Revenue Service
and Lewis & Clark Mercantile Bank), 511
Baden Avenue, P.O. Box 13528, St. Louis,
MO 63138, under section 210a(b). The
transfer to G & R TRUCKING, INC., of
the operating rights of SNOWBALL,
LTD., is presently pending.

By the Commission.

[SEAL] ROBERT L. OSWALD,
Secretary.

[FR Doc."75-23336 Filed 9-2-75;8:45 am]

[Notice No. 671
MOTOR CARRIER BOARD TRANSFER

PROCEEDINGS
SEPTEIMER 3, 1975.

Synopses of orders entered by the
Motor Carrier Board of the Commission
pursuant to Sections 212(b), 206(a), 211,
312(b). and 410(g) of the Interstate
Commerce Act, and rules and regulations
prescribed thereunder (49 CFR Part
1132), appear below:

Each application (except as otherwise
specifically noted) filed after March 27,
1972, contains a statement by applicants
that there will be no significant effect on
the quality of the human environment

resulting from.approval of the applica-
tion. As provided In the Commisslon's
Special Rules of Practice any interested
person may file a petition seeking re-
consideration of the following numbered
proceedings oil or before September 24,
1975. Pursuant to Section 17(8) of the
Interstate Commerce Act, the filing of
such a petition will postpone the effec-
tive date of the order In that proceeding
pending Its disposition. The matters re-
lied upon by petitioners must be specified
in their petitions with particularity.

No. MC-FC-76003. By order entered
August 27, 1975, the Motor Carrier Board
approved the transfer to Southern Furni-
ture Transport, Inc., Orlando, Fla., of
the operating rights set forth in Certifi-
cates Nos. MC 67200 (Sub-No. 31) and
MC 67200 (Sub-No. 33), issued Febru-
ary 24, 1969, and July 7, 1971, respec-
tively, to The Furniture Transport Com-
pany, Inc., Milford, Conn.,. authorizing
the transportation of new furniture,
lamps, and grass matting, between points
in Orange County, Fla., on the one hand,
an, on the other, points In Florida; and
new furniture, between points in Flor-
ida, Georgia, and Alabama, with certain
restrictions. 'William J. Meuser, 86 Cherry
St., P.O. Box 507, Milford, Conn. 06400,
attorney for applicants.

No. MC-FC-76052. By order entered
August 27, 1975, the Motor Carrier Board
approved the transfer to Russell Hughes,
Inc., Louisville, Ky., of the operating
rights set forth In Certificato No. MC
114091 (Sub-No. 76), issued September
22, 1967, to Huff Transp6rt Co., Inc.,
Louisville, Ky., authorizing the trans-
portation of salt from the site of the
Kentucky Asphalt Sales Terminal In Jef-
ferson County, Ky., to points in Indi-
ana. Marshall Kragen, 666 Eleventh St,,
NW., Washington, D.C. 20001, attorhey
for applicants.

No. MC-FC-76054. By order entered
August 27,1975, the Motor Carrier Board
approved the transfer to Fitch Trucking,
Inc., Allen, Nebr., of the operating rights
set forth In Certificate No. MC 93078
(Sub-No. 1), issued March 28, 1967, to
Pay Fitch, Allen, Nebr., authorizing the
transportation of general commodities,
household goods, and certain other speci-
fied commodities, between specified
points and places in Nebraska, Iowa, and
South Dakota. Duane I,. Stromer, P.O.
Box 82028, Lincoln, Nebr. 68501, repre-
sentative for applicants.

[SEAL] ROBrERT L. OSWALD,
Secretary.

[PR Doc.75-23337 Fied 9- -75;8:45 nm] .
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Title 11-Federal Elections
CHAPTER I-FEDERAL ELECTION

COMMISSION
[Notice 1975-34]

NEW HAMPSHIRE SENATE ELECTION
Interim Guideline

On June 2, 1975, the Federal Election
Commission issued an Interim Guideline
(Notice 1975-1) which directed all indi-
viduals, committees, and others subject
to the Federal Election -Campaign. Act
of 1971, as amended, to file the July 10,
1975 quarterly report with either the
Secretary of the Senate, the Clerk of the
House of Representatives, or the Fed-
eral Election Commission, depending

.upon the nature of the candidacy in-
volved. Today, with respect to the Spe-
cial Election to fill the vacancy in the
office of United States Senator from New
Hampshire, scheduled for September 16,
1975, the Federal Election Commission
issues a guideline which directs the
parties involved in the New Hampshire
election to file directly with the Com-
mission, and which sets out other rules
of general. applicability with respect to
complying with the Federal Election
Campaign Act in the pre- and post-
election periods.

Dated: August 21, 1975.
THoiAs B. CuarIS,

Chairman for the
Federal Election Commission.

INTERI GuiDELnE-NEw HAmPsHnSENATE ELECTION

I. Definitions. For purposes of this
Interim guideline the term

(a) "Cgndidate" means an individual
whose name will appear on the ballot in
the September 16, 1975 election to fill
the New Hampshire Senate seat.

(b) "Election or special election"
means the special election to be held on
September 16, 1975, to fill the New
Hampshire Senate seat.

(c) "Political committee" means a po-
litical committee which receives (or in-
tends to receive) contributions or makes
(or intends to make) expenditures with
respect to the September 16, 1975 special
election to fill the New Hampshire Sen-
ate seat.

(d) "Authorized committee" means a
political committee which has been au-
thorized in writing by a candidate to re-
ceive contributions or make expenditures
for or in furtherance of the election of
such candidate. Such authorization
shall be provided to the chairman of
such political committee and a copy
shall be sent to the Commission.

II. Applicability of the Federal Election
Campaign Act Amendments of 1974-A.
General. For purposes of calculating the
limitations on contributions and expend-
itures under 18 U.S.C. 608, the Commis-
sion has set July 30, 1975, the day that
the Senate passed the Resolution de-
claring the New Hampshire Senate seat
vacant, as a cutoff date. Subject to the
next paragraph, all contributions re-
ceived or expenditures made or incurred
prior to July 31, 1975, will be considered

RULES AND REGULATIONS

as made with respect to the 1974 elec-
tion, to which the limitations of 18 U.S.C.
608 did not apply. Such limitations will,
however, apply to all contributions re-
ceived or expenditures incurred subse-
quent to July 30, 1975, which contribii-
tions and expenditures shall be attribu-
ted to the September 16 special election,
except to the extent that such contri-
butions are earmarked for another
purpose.. I

In the unique circumstances attending
the holding of the September 16 special
election, funds received or promised in
writing subsequent to December 31, 1974
and prior to July 31, 1975 and which re-
mained on hand as of July 30, 1975 may
be expended or transferred for that
special election by an authorized politi-
cal committee to the extent that such
contributions would be lawful under the
Federal Election Campaign Act of 1971,
as amended, and Title 18 U.S.C. All con-
tributions to a candidate or his author-
ized political committee subsequent to
December 31, 1974 and prior to July 31,
1975 must, however, be reviewed by the
candidate or the appropriate committee
treasurer. Such contributions shalL be
reviewed in reverse order of receipt, be-
ginning with the last contribution re-
ceived prior to July 31, 1975. To the ex-
tent that any contribution exceeds the
limits set by 18 U.S.C. 608, such excess
shall be sbt aside and excluded until the
sum of the contributions so reviewed
equals the amount of cash on hand on
July 30,-1975, at which point an amount
equal'to the sum of the non-excluded
portions of the contributions may be
transferred to or expended on behalf of
the candidate. If the excluded amounts,
thus computed, or any portion thereof
have already been transferred or ex-
pended, an equivalent sum shall be de-
ducted from the current campaign funds
of such candidate's authorized political
committee or committees, and may not
be used for the September 16 election,
although such funds may be used for
any other lawful purpose including the
retirement of residual campaign debts
from the 1974 election.

Excluded portions of contributions will
not count against expenditure ceilings
under the 1974 Act, but non-excluded
portions will count against such ceilings.
For. example, if the most recent contri-
bution was $500 contributed by an indi-
vidual, which is non-excluded, that Indi-
vidual may not contribute more than
$500 additional for the September 16
special election.

Each candidate must designate a new
principal campaign committee to re-
ceive contributions and. incur expendi-
tures with respect to the September 16
special election.

B. Prior campaign debts and obliga-
tions. Debts and obligations of any can-

, didate incurred with respect to the 1974
Senatorial election, or with respect tc

- any subsequent recount activities, which
remain outstanding will be subject to the
guidelines set forth in the Commission's
-Policy Statement on Pre-1975 Campaign

I Debts (40 FR 32952 (August 5, 1975))
and Interim Guideline on the Reporting

of Debts and Obligations (40 FR 32050
(August 5, 1975) ). Reference Is also made
to Advisory Opinions 1975-5 and 6, 40
FR 31316 (July 25, 1975).

C. Multicandidate committees. Section
603(b) (2) of Title 18, United States Code
establishes three requirements which
multicandidate committees must satisfy
before they qualify as a political com-
mittee subject to the $5,000 rather than
the $1;000 contribution limitation. These
requirements are: (1) Registration under
2 U.S.C. 433 for a period not less than
six months; (2) the receipt of contribu-
tions from more than 50 persons; and (3)
except for any state political party or-
ganization, the making of contributions
to five or more candidates for federal
office.

For the purpose of meeting these re-
quirements for this election only, each
political committee (1) must hrfve been
registered with one of the three previous
supervisory officers for six months or
more 15rior to the time the contribution
is made, and, (2) with respect to the 1074
Congressional elections, each political
committee must have received contri-
butions from more than 50 persons and
made contributions to five or more fed-
eral candidates. If a political committee
meets these requirements, it may con-
tribute $5,000 to a candidate In this elec-
tion. If any of these requirements are
not met, then the political committee is
limited to a $1,000 contribution under
section 608(b) (1).

D. Expenditures by national and state
committees. National and state com-
mittees of political parties are entitled
to make the expenditures provided in 18
U.S.C. 608(f) in connection with this
election. Section 608(f) establishes sep-
arate expenditure limitations for polit-
ical party committees In connection with
a general election. The New Hampshire
statute under which this election is to be
held terms It a "special" election. For
purposes of federal law, a general elec-
tion is an election that is held to fill a
vacancy in a federal office. Since the up-
coming New Hampshire contest is such
an election, It will be considered within
the definition of general election.

E. New Hampshire State committees-
establishment of segIegated funds. Each
New Hampshire state committee, and
each subordinate committee of such state
committees, which intends to solicit or
receive contributions for or on behalf of,
or make expenditures, or make trans-
fers, in excess of $1,000, to or on behalf
of any candidate for federal office shall:

(1) Establish a segregated federal
campaign account In either a state or
national bank which account may not
receive contributions other than con-
tributions earmarked for such accouit
and any expenditure from which must be
made exclusively for a candidate or can-
didates for federal office. Such segre-
gated federal account may not rbcelvo
transfers from another account estab-
lished by a state committee or subordi-
nate committee of a state committee un-
less such state or subordinate committee
account is Itself a segregated federal
campaign account.
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(2) File with the Commission reports
--and statements of receipts, contribu-
tions and expenditures made for such
account.

M. Candidate designations and re-
porting-A. Candidate deignation. (a)
On or before September 8, 1975, each
candidate shall file a Statement of Can-
didacy with the Commission on which
such candidate shall-

(1) Designate a pincipal campaign
committee, and

-2) Designate at least one national
or state bank as a campaign depository,
and "

(b) Such candidate shall alsb file re-
ports of personal receipts and expendi-
tures in accordance with siction V of
this interim guideline unless a waiver of
personal reporting is applied for and-
granted by the Commission.

B. Waiver of candidate reporting. (a)
Upon written application to the Commis-
sion, a candidate may be relieved of the
duty personally to file reports of re-
ceipts and expenditures If the candidate
certifies that he -will comply with .the
following conditions:

(1) Within five days after personally
receiving any contribution the candidate
will surrender possession of the entire
contribution to the treasurer of his prin-
cipal campaign committee- without ex-
pending any of the proceeds thereof.

(2) Such candidate will not make any
personal expenditure for his campaign,
except that this paragraph does not pre-
clude a candidate -from conveying per-
sonal funds, or the personal funds of his
immediate family, to such candidate's
designated principal campaign commit-
tee so long as the amount of funds so
transferred does not exceed the limit
preseribe-d-by 18 U.S.C..608(a).

(b) After the candidate has submitted
a verified statement that he will con-
form to the conditions specified above,
the Commission, after such investigation
as it deems necessary, may grant a for-
mal waiver relieving the candidate from
the obligation to comply personally with
the reporting- requirements in 2 U.S.C.
434.
- (c) Such waiver will continue in effect
only to the extent that the candidate
complies with the conditions underwhich
it was applied for and granted.
-IV. Registration of political commit-

tees-A. Registration. (a) Unless already
-registered -with the Commission or with
one of the previous supervisory officers,
eacli political committee which antici-
pates receiving contributions or making
-expenditures with respect to the special
election during the remainder of caen-
dar year 1975 in an aggregate amount
exceeding $1,000 shall file a Statement
of Organization with the Federal Elec-
tion Commission on or before Septem-
ber 8, 1975, within 5 days after the date
of its organization, or within 5 days after
the date on which the committee has
information which causes it to antici-

-pate receiving such contributions or
making such expenditures exceeding
$1,000 whichever is later.

(b) Authorized committees which sup-
port only a candidate for the Senate seat,

and no other candidate, shall Me the
Statement of Organization required by
paragraph (a) of this section, and any
amendment thereto, or termination
thereof, with the affiliated principal
campaign committee and, concurrently,
shall file a copy of such Statement with
the Commission together with a copy of
its written authorization.

B. Form of fiUng. (a) The Statement
of Organization shall be fied on a form
which may be obtained from the Fed-
eral Election Commission,- 1325 K
Street NW, Washington, D.C. 20463,
telephone (202) 382-5162. The State-
ment shall Include the following:

(1) The name and address of the
committee;

(2) The names, addresses, and rela-
tionships of affillated or connected or-
ganizations (see paragraph (b) of this
section);

(3) The area, scope, or Jurisdiction of
the committee.

(4) The name, addres, and committee
position of the custodian of books and
.accounts.

(5) The name, address, and committee
position of other principal officers, In-
cluding officers and members of the fi-
nance committee, if any.

(6) The name, address, office Eought,
and party affiliation of (11 each candi-
date for federal office whom the com-
mittee is supporting and (1i) each can-
didate whom the committee is supporting
for nomination or election to any other
federal office or to any public office what-
ever; and, additionally, If the committee
is supporting the 'entire ticket of any
party, the name of the party;

(7) A statement whether the commit-
tee's existence will continue beyond the
calendar year:

(8) The plans for the disposition of
residual funds which will be made In
the event of dissolution;

(9) A listing of all banks, safety de-
posit boxes, or other repositories used;(10) A statement listing any reports
regarding candidates for federal office
filed under state or local law by the com-
mittee with state or local officers, and
the names, addresses, and positions of
such officers and,

(11) If the committee is not a princi-
pal campaign committee buthas been au-
thorized by a candidate to receive contri-
butions and/or make expenditures, a copy
of the authorization shall be included in
the copy filed with the Commission.

(b) (1) Affiliated organizations include
all authorized committees of the same
candidate;

(2) Connected organization includes
any organization which is not a political
committee but which organized or sup-
ports the registrant.

C. Change or correction in information.
Any change or correction n the nforma,-
tion previously filed in the Statement of
Organization shall be reported to the
Commission within 10 days following the
date of the change or correction, It shall
(1) be reported by letter to the Commis-
sion or to the principal campaign com-
mittee (whichever Is appropriate); (2)
Identify the form and the item or Eched-

ule containing he information to be
changed or corrected; and (3) be verified
by oath or afllrmation by the person re-
quired by law to submit such Information
at the time the change or correction is
reported.

D. Discontinuance of registration. (a)
Any political committee not having out-
standing debts or obligations owed to or
by it which, after having filed one or
more Statements of Organzation with
the Commission, disbands or determines
that It wil no longer receive contribu-
tions or make expenditures during the
calendar year in an aggregate amount ex-
ceeding $1,000, shall so notify the Com-
mniion.

Mb) Such Notice of Termination shall
be filed with the C6mmssion or the prin-
cipal campaign committee, where appro-
priate, and shall include a statement as
to the disposition ofresidual funds if the
committee is disbanding

E. Identifcation number. Upon receipt
of a Statement of Organization under
this interim guideline, the Commission
shall assign an Identification number -to
the organization, acknowledge the re-
ceipt thereof, and notify political com-
mittee of the number assigned. This iden-
tification number shall be entered by the
political committee on all subsequent re-
ports or statements filed with the Com-
mission under the Act, as well as on all
communications concerning such reports
or statements.

IV. Campaign depositories. Every polit-
ical committee shall Inform the Federal
Election Commission, or Its appropriate
principal campaign committee, of the na-
tional or state bank(s) designated by its
authorizing candidate as,its campaign
depositoryfles) by listing them In its
Statement of Organization.

V. Reports of receipts and expendi-
ture-A. Timing of reporfs. The filing
deadline for campaign finance disclosure
reports w. prescribed by the Act for the
heretofore mentioned special election are-
as follows:

(a) Pre-electon Report (10-day re-
port). Filing date: Actual delivery to the
Commission on or by September 6, 1975
or by regfstered or certified mail post-
marked no later than September 4,1975.
Reports mailed first class will be con-
sidered filed only upon receipt by the
Commission, regardless of date of post-
mark. Period Covered: From the last
date of previous report flled-or from date
of organzaftion through close of business
September 1, 1975.

(b) Post-election report (30-day re-
port). Filing date: On or by October 16,
1975-reports filed by registered or cer-
tified mail Postmarked on or by such
date shall be deemed filed as of the filing
date. Period Covered: From September 2,
1975 through the close of business Octo-
ber 6,1975.

(c) The timely filing of a post-election
report as outlined in Ml) above shall sat-
isfy the requirements for fling- a quar-
terly report on October 10, 1975.
(d) f any contribution of $1,000 or

more is received subsequent to the
fifteenth day but more than 48 hours
before 12:01ajm. of the day on which the
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election is to be conducted, such infor-
mation shall be reported directly to the
Commission within 48 hours of receipt
thereof. For purposes of this paragraph,
report means-

(1) A letter signed by the treasurer or
his designee hand delivered to the Com-
mission within 48 hours of the receipt of
the contribution, or

, (2) A telegram to the Commission fol-
lowed by a letter signed by the treasurer
or his designee, sent registered or cer-

"tifled mail and postmarked within 48
hours of the receipt of the contribution.

B. Contents of reports. (a) Each report
of receipts and expenditures required to
be filed under this interim guideline by
either a candidate or political committee
shall contain the information required
by 2 U.S.C. 434(b).I (b) Such reports may be filed on the
Reports of Receipts and Expenditures
forms issued previously by the Secretary
of the Senate.

C. Uniform reporting of contributions.
(a) Each contributor of an amount in
excess of $100 shall be identified by full
name and mailing address (occupation,
and principal place of business, if any).
If a contributor's name or address is
known to have changed since an earlier
contribution during the calendar year,
the exact name or address previously
used shall be noted.

(b) In each case when a contribution
received from a person in a reporting
period is added to previously unitemized
contributions from the same contributor
and the aggregate exceeds $100 within
the calendar year, the full name and
mailing address (occupation, and prin-
cipal place of business, if any) of that
contributor shall then be listed on the
prescribed reportink forms.

(c) In determining the aggregate of a
person's contributions, all such contribu-
tions from the same donor shall be listed
under the same name.

(d) Absent evidence to the contrary,
any contribution made by check, money
order, or other written instrument shall
be reported as a contribution by the last
person signing the Instrument prior to
delivery to/the candidate or committee.

D. Uniform reporting of expenditures.
(a) Each expenditure by or on behalf of
a candidate or committee in excess of
$100 shall be itemized by and shall in-
clude the full name and residence or, in
the case of a recipient other than an
individual, other mailing address of the
recipient.

(b) In each case when an expenditure
made to a recipient in a reporting period
is added to previously unitemized ex-
penditures to the same recipient and the
aggregate exceeds $100 within the calen-
dar year, the full name and residence or,
in the case of a recipient other than an
individual, other mailing address of that
recipient shall be listed on the prescribed
reporting forms.
. VI. Document ftling-A. Place'of filing.
(a) All statements and reports, including
any modifications or amendments there-
to, required to be filed under 2 U.S.C.
433 and 2 U.S.C. 434, shall be filed In
original form with the Federal Election

Commission. A copy of each statement
or report shall be filed with the New
Hampshire Secretary of State or the
equivalent New Hampshire state officer.

(b) Notwithstanding paragraph (a) -
(1) Authorized committees which sup-

port only a candidate for the Senate; and
no other candidate shall file reports with
the authorizing candidate's principal
campaign committee, and shall concur-
rentiy file a copy of such report with the
Commission;

(2) Authorized multicandidate'com-
mittees shall file reports with the Com-
mission, and, in addition, shall file with
the authorizing candidate's principal
campaign committee the information re-
quired by 2 U.S.C. 434(b) regarding con-
tributions received and expenditures
made on behalf of the authorizing can-
didate;,

(3) A multicandidate committee
(whether authorized or unauthorized)
which receives contributions earmarked

'by a contributor for any candidate or an
authorized committee thereof shall re-
port such contribution to that candi-
date's principal campaign committe in
addition to the Commission.

B. Copies tran§mitted to Secretary of
Senate. Upon receiving a statement or
report med by (a) a candidate and/or by
(b) any political committee supporting
one or more such candidates, the Com-
mission shall within one working day, if
practicable, and in any event not later
than the second working day after re-
ceiving' the filed statement or report,
furnish a microfilm (or suitable equiva-
lent) copy thereof, together with an
index, to the Secretary of the Senate.

C. Originals transmitted to the Secre-
tary of the Senate. (a) After receiving a
filed statement or report within 5 work-
Ing days if practicable and in any event
no later than 10 days after receiving It,
the Commission shall transmit the origi-
nal statement report filed by (1) a can-
didate for the New Hampshire Senate
seat, and by (2) any political committee
supporting such candidate, to the Secre-
tary of the Senate as custodian for the
Commission.

(b) For purposes of the above para-
graph the phrase "any political commit-
tee supporting such candidate" means:

(1) The principal campaign committee
designated by a candidate, and

(2) Any political committee required
to file a statement or report with the
principal campaign committee of a
candidate.

VII. Formal requirements-A. Au-
thentication. Each -report or statement
required to be filed with the Commission
.or with a principal campaign committee
under this interim guideline by a treas-
urer of a political committee, a candi-
date, or by any other person, shall be
signed by the person filing such report
or statement.

B. Preservation of records. (a) Every
person filing a report or statement with
the Commission or with a principal cam-
paign committee under this interim
guideline shall preserve a copy thereof
for a period of three years from the date
of termination of the Committee, but in

no event for a period of more than seven
years from the last day of the calendar
year in which the election was held for
which the reports and statements were
prepared.

(b) Every candidate, political commit-
tee, or other person required to file any
report or statement with the Commission
or with a principal campaign committee
under this interim guideline shall main-
tain records with respect to the matters
required to be reported, Including vouch-
ers, worksheets, receipts, bills and ac-
counts, which will provide in sufficient
detail the necessary Information and
data from which the filed reports and
statements may be -verified, explained or
clarified, and checked for accuracy and
completeness, and shall keep such rec-
ords available for audit, inspection, or
examination by the Commission or its
authorized representatives, for a period
of not less than three years from the
date of termination of the committee, but
in no event for a period of more than
seven years from the last day of the
calendar year in which the election was
held for which the records and state-
ments were prepared.

C. Effect of acknowledgment and filng
by the Commission. Any acknowledgment
by the Commission of the receipt of any
statement of organization or any report
or statement filed under this interim
guideline is Intended solely to Inform the
person filing the same of the receipt
thereof by the Commission, and neither
such acknowledgment nor the accept-
ance and filing of any such report or
statement by the Commission shall con-
stitute express or implied approval there-
of, or in any manner indicate that the
contents of any such report or state-
ment fulfills the filing or other require-
ments of the Act or of this interim
guideline thereunder.

D. Personal responsibility of person
signing statement. (a) Each treasurer of
a political committee, each candidate,
and any other person required to file any
report or statement with the Commission
under these regulations and under this
interim guideline shall be personally re-
sponsible for the timely and complete
filing of such report or statement and for
the accuracy of any information or state-
ment contained therein.

(b) The treasurer of each candidate's
principal campaign committee shall be
responsible for collecting, compiling and
filing with the Commission a complete
report of all authorized contributions
received or authorized expenditures
made on behalf of such candidate. The
pre- and post-election reports filed by
such treasurer shall include-

(1) With respect to the principal cam-
paign committee, all of the information
required by 2 U.S.C. 434(b).

(2) With respectto contributions re-
ceived and expenditures made by author-
ized committees other than the principal
campaign committee, a summary sheet
setting forth the totals for all contribtu-
tions received and expenditures made by
such committees but need not Include a
copy of such authorized committee re-
ports so long as each such authorized
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committ~e has mailed a copy of suchreport to the Commission pursuant to
paragraph VI(A) (b) of this Interim
guideline.

(c) With respect to the pre-election
repor it shall be the responsibility of
the treasurer of each committee other
than principal campaign committee
which Is authorized to receive contribu-
tions or make expenditures to file a re-
port containing the information required
by 2 U.S.C. 434(b) complete as of the
fifteenth day before the election with
the treasurer of the appropriate prin-
cipal campaign committee by the 12th
day prior to the election.

(d) Any willfully false or fraudulent
statements or representations In such a
report or statement will subject the per-
son making the same to the criminal
penalties provided under 18 U.S.C. 100L

Dated: August 21, 1975.
THo As B. CURTIS,

Chairman for the
Federal Election Commission.

[FRt Doc.75-22659 Filed 9-2-75;8:45 am]

[Notice 1975-36]
DISBURSEMENT PROCEDURES FOR

PUBLIC FINANCING OF CONVENTIONS
Interim Guideline ,

I Certification of entitlement to public
funds for nominating convention ex-
penses. Title 26 U.S.C. 9008 authorzesc
the Federal Election Commission to cer-
tify to the Secretary of the Treasury fox
payments of the amounts to which thc
national committee of any major ol
minor party is entitled under 26 U.S.C.
9008 with respect to a presidential nom-
nating convention, but the entitlemeni
of each major party may not exceed the
aggregate amount of $2,000,000? ThE
amount of each party's entitlement is ad-

justed annually based on increases I1
the Consumer Price Index. See 26 U.S.C
9008(b) (5) and 18 U.C. 608(d).

I Information required to receivi
certifications for public funds. To be el.

2Under 26 U.S.C. 9008(b) the Natlona
committees of both- major and minor partl
are entitled to payments from public fund
to defray expenses which they have incurre(
with respect to a presidential nominatinj
convention. For a minor party to be entitle(
to Its proportionate share of public funds fo:
1975 or 1976 convention expenses, Its 197.
presidential candidate must- have receive(
(as the presidential candidate of that party:
at least 5 percent ofthe total popular vot
received by all presidential candidates Ii
1972. Accordingly, since no minor part,
presidential candidate received that man'
votes in 1972, there Is no minor party tha
can-qualify for convention funds in 1975 o
1976.

igible for public financing of their con-
ventions, the national committees of the
major parties shall submit or otherwise
make available'the following information
to the Federal Election Commisson In
order that the Commission may forward
the appropriate certification to the Sec-
retary of the Treasury.

A. For initial payment. 1. Signature
cards containing signatures of ofilcials
who have been authorized to sign re-
quests for payment (Exhibit I) :

2. The name and address of the com-
merclal bank to be used as the commit-
tee's depository;

3. A request for an Initial payment,
supported by a statement projecting and
describing estimated expenditures
through the close of December 31, 1975.
Specific dollar figures need not be as-
signed to the various itemized expendi-
ture categories.

B. For subsequent payments. 1. Subse-
quent requests for disbursements after
the initial disbursement shall be sub-
mitted quarterly commencing with Jan-
uary 1 in the year In which the conven-
tion will be held. Such requests should
be submitted to the Commission within
10 days after the commencement of the
quarter to which they relate.

2. The request Is to include (a) a, re-
port in a form consistent with the re-
quirements of 2 U.S.C. 434(b) of actual
expenditures made during the previous
period or quarter, and (b) the total
amount of expenditures estimated
through the close of the next quarter and
the categories in which the proposed ex-
penditures are to be made. No specific
dollar figure need be assigned to the varl-
ous itemized expenditure categories thus

. projected and described.
I I. Special approval for accelerated

payment schedule. Each quarterly dis-
bursement will be based upon the legally
permissible expenses projected for that
quarter. The Commission will approve
more than one disbursement per quar-
ter where a showing Is made that a defi-
cit is likely to be incurred unless a fur-
ther disbursement is made. Any request
for such further disbursement should be
supported by a summary of actual ex-

I .penses previously incurred for the quar-
ter together with the projected expenses
which will occasion the deficit if a fur-
ther disbursement Is not forthcoming.

j IV. Transmittal of certification to See-
r etary o1 the Treasury. Following Com-

a mission approval of any request for dis-
I bursement, the Commission shall forth-
I with transmit a certification for payment

to the -Secretary of the Treasury, who
n shall make payment in the amount cer-
7 tifled to the national committee des-
t Ignated by the certification, but not to
r exceed the amounts in each account

maintained under 26 U.S.C. 9008(a).

V. Use of funds by committees. Under
26" U.S.C. 9008(c), funds so dis-
bursed shall be used only (1) to defray
expenses Incurred with respect to a pres-
idential nominating convention (includ-
ing the payment of deposits) by or on
behalf of the national committee receiv-
ing such payments; or (2) to repay
loans, the proceeds of which were used
to defray such- expenses, or otherwise to
restore funds (other than contributions
to defray such expenses receivedby such
committee) used to defray such ex-
penses. Any investment of public funds
or their use in any other way which gen-
erates income is permissible only if the
income so generated is used for the pur-

)poses described In this part V, and such
income will be Iapplied against the $2
million ceiling.

VL Repayments for funds improperly
received or spent. Repayments in an ap-
propriate amount will be required from
the national committees whenever they
have (1) received payments In excess of
their entitlement, (2) incurred ex-
penses in excess of their spending limits,
(3) improperly accepted private contri-
butions to-defray convention expenses,
or (4) expended public funds in any
manner other than to defray expenses
Incurred with respect to a presidential
nominating convention. Repayments
may not exceed the aggregate amounts
actually received by a national -com-
mittee under section 9008.

A. Notification of need for repayment.
If the Commission determines that re-
payment Is rquired in the circum-
stances stated above, It shall-give writ-
ten notification to the affected national
committee of the amounts required to be
paid and the reasons therefor.

B. Collection of repayment byt deduc-
tion from future payments. The Com-
mission may obtain such repayment by
deducting such amount from the
amount otherwise due the national com-
mittee for Its next quarterly payment.

VIE. Post-convention Disbursements.
Pending the conclusion of any national
convention, the Commission may in its
discretion withhold an amount to be
hereafter determined, but In any event
not to exceed $200,000. which would
otherwise bring the aggregate funds dfs-
bursed to the total allowed by law. Such
withheld funds, If any, shall be subject
to post-convention disbursement and
such disbursement shall be made in the
manner provided for In Part II-B above,
except that such request shall include a
list of all accounts payable and the pur-
pose for which the expense was Incurred.
Post convention payments shall be sub-
ject to audit by the Commission and de-
duction of unauthorized expenditures in
addition to other requirements imposed
by law.
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Standard Form

Funds

RULES AND REGULATIONS

ExIlT I

~Account Number

AUTHORIZED SIGNATURE CARD

FOR PAYMENT

Issued in Favor of (Recipient) J Issued by (Federal Agency)

SIGNATURES OF AUTHORIZED INDIVIDUALS C Only one Signature Required
or

o Any Two Signatures Required Sign or
count sign

Typed Name and Signature Typed Name and Signature

Typed Name and Signalure f Typed Name and Signature

I CERTIFY THAT THE SIGNATURES ABOVE ARE OF APPROVED:
THE AUTHORIZED INDIVIDUALS

Date and Signature of Authorizing Date axid Signature of Agency
Official (Recipient) Certifying Off er

VIII. Commission's audit authority.
National committees affected by the
foregoing should note the Commission's
general authority and duties under 2
U.S.C. 437d and 438.

Dated: August 25, 1975.
NEIL STAEBLER,

Vice-Chairman for the
Federal Election Commission.

[FR Doc.75-22940 Filed 9-2-75;8:45 am]
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NOTICES

FEDERAL ELECTION COMMISSION
[Notice 1975-35; A.0. 1975-7, -171

MEMBERS OF CONGRESS; CONSTITUENT
SERVICES CONTRIBUTIONS AND EX-
PENDITURES AND CAMPAIGN CONTRI-
BUTIONS FROM PARTNERSHIPS

Advisory Opinions

The Federal Election Commission an-
nounces the publication today of Ad-
visory Opinions 1975-7 and 1975-17. The
Commission's opinions are in response
to questions raised by individuals hold-
ing Federal office, candidates for Fed-
eral office and political committees, with-
respect to whether any specific transac-
tion or activity by such individual, can-.
didate, or political committee would
constitute a violation -of the Federal
Election Campaign Act of 1971, as
amended, of Chapter 95 or Chapter 96
of Title 26 United States Code, or of
sections 608, 610, 611, 613, 614, 615, 616,
or 617 of Title 18 United States Code.

ADVISORY OPnTIoN 1975-7
CONTRIBUTIONS AND EXPENDITURES RELAT-
ING TO THE CONSTITUENT SERVICES OF
CONGRESS
This advisory opinion is rendered un--

dei 2 US.C. 437f in °iesponse to requests
for advisory opinions submitted by Mr.
Thomas J. Kern for Congressman Dave
Evans, Congressman John P. Murtha,
and Senator Jake Gan, which were pub-
lished together as AOR 1975-7 in. the
July 2, 1975, FEDERAL REGISTER (40 FR
28044). Interested parties were given an
opportunity to submit written comments
relating to the requests.

The requests generally ask the Com-
mission, under the Federal Election
Campaign Act of 1971, as amended, and

- Title 18 of the United States Code (the
Act), what types of contributions to and
expenditures by an office account are
permissible, and how these accounts shall
be reported and administered. Specifi-
cally, the following requests were made:

(a) Thomas J. Kern, administrative
assistant for Congressman Dave Evans,
states that the Congressman has estab-
lished two fundraising entities to support
the Representative's political activities.
One entity is the principal campaign
committee of the Congressman and the
other is an office account (called here
a "constituent service fund") set up to
collect -funds to assist Congressm*'an
Evans in providing services for his con-
stituents.

Donations to the office account -will be
used for printing newsletters; holding
neighborhood office hours; conducting
meetings and seminars with representa-
tives of governmental and private agen-
cies, and with elected and appointed of-
ficials of the cities, counties and towns
of the District; holding periodic open
house activities at the District and
Washington offices, providing constitu-
ents with flags, publications and certain
other items that must be purchased; and
for other expenses incuired in connec-
tion with the Congressman's services for
his constituents. The account will not
be used to present or promote the views

of any political party or philosophy or
to influence the re-election of Congress-
man Evans. Mr. Kern asks whether the
office account is a political committee
under the Act. He also asks how the
sponsor of a fundralsing event for the
benefit of an office account should be
identified, and what disclosure require-
ments are applicable to the use of the
proceeds from such an event;

(b) Congressman John P. Murtha
states that he has established a franking
account (called here a "public service
committee") which Is used solely to de-
fray the cost of newsletters, reports, and
questionnaires sent to constituents. Con-
gressman Murtha asks whether a cor-
poration may make a donation to such
an account without violating the statu-
itory provisions governing political con-
tributions; and

(c) Senator Jake Gan asks whether
an incumbent Senator or Representative
may engage in attitudinal research with
his constituency for purposes of meas-
uring the voters' sentiments on policy
issues, Job approval perceptions, and the
like, without having these expenditures
allocated against any applicable spend-
ing limitation. The proposed polls will
ask questions for statistical purposes,
open end questions, and forced response
questions, but will not ask questions re-
lating to political trial heats. Senator
Qarn asks further whether the fact that
a Member of Congress Is a candidate will
make any difference in the use of Issue-
oriented opinion research.

As stated in AO 1975-14 on "Contribu-
tions by Banks, Corporations, and Labor
Unions to Defray Constituent Service
Expenses" (40 FR 34084, August 13,
1975), "[ilt Is clear that the Federal
Election Commission has .the duty to
formulate general policy with respect to
the Act (2 U.S.C. 437d(a) (9)), has the
power to regulate amounts contributed
to a holder of Federal office in order to'
defray expenses arising In connection
with that office (2 U.S.(Q. 439a), has the
power to formulate general policy re-
garding contributions and expenditures
(18 U.S.C. 608), and has the power to
formulate general policy regarding con-
tributions or expenditures by national
binks, corporations or labor organiza-
tions (18 U.S.C. 610)." Congress has the
discretion and power to appropriate
sufficient money for staff salaries, news-
letters, stationery, travel, constituent
services, and the other legislative ex-
penses of a Member of Congress to as-
sure the performance of the Member's
legislative duties. Accordingly, except for
money raised pursuant to 39 U.S.C,
3210 (f), additional money which is raised
by a Member or his supporters shall be
treated as a contribution made for pur-
poses of influencing a Federal election
and shall be controlled by all appropriate
limitations. Similarly, except for money
expended pursuant to 39 U.S.C. 3210(f),
additional money which Is expended from
an office account shall be treated as an
expenditure intended for purposes of
Influencing a Federal election and shall
be controlled by all appropriate limilta-
tions. As provided in 3210(f) of Title 39,

United States Code, money which is con-
tributed and expended for the prepara-
tion or printing of material to be mailed
under the frank shall be treated as a
contribution or expenditures for disclo- -
sure purposes of the Act, although not
for purposes of the contribution and ex-
penditure limitations provided in 18
U.S.C. 608.

The Commison intends to apply its
policy on office accounts as follows:

(a) It is the opinion of the Commis-
slon that an office account established
to provide services for the constituents
of a Congressman shall report as if such
account is a political committee and con-
tributions-to, expenditures by, and the
general operation of an office account
should be reported and otherwise
treated as provided in Notice 1975-18
of the Federal Election Commission
"Office Accounts and Franking Accounts;
Excess Campaign Contilbutions' (40 FR
32951, August 5, 1975). See also AO
1975-14, supra. As provided in Notice
1975-18 and AO 1975-14, all private con-
tributions received by or on behalf of a
Federal officeholder for use by his office
account may be deposited n such ac-
count or an account-of the officeholder's
principal campaign committee, pursu-
ant to 2 U.S.C. 437b. Also as provided in
Notice 1975-18, money received for the
preparation or printing of material to
be sent under the frank (e.g., a news-
letter), other than funds appropriated
for legislative activities shall be de-
posited In a separate segregated franking
account which shall report as provided
in that notice.

Monies expended from such accounts,
other than the franking account, will be
counted toward the officeholder's cam-
paign expenditure limits under 18 U.S.C.
608(c). A Congresman holding a fund-
ralser should Identify that the fund-
raising s being conducted by either the
Congressman's principal campaign com-
mittee, his office account or his franking
account.

The Commission also is requested to
provide guidance as to whether a person
holding a fundralser for the benefit of
an office account should state that a
donation to the office account is not tax
deductible or subject to a tax credit. The
Commison is unable to provide such
guidance as it lacks authority to rule
with regard to such tax consequences.
Reference should be made to sections 41
and 128, Title 26, United States Code.

(b) It Is the opinion of the Commis-
slon that corporate contributions to a
franking account, used solely to defray
the cost of newsletters, reports, and
questionnaires sent to constituents, are
prohibited under 18 U.S.C. 610. While
exempt from the limitations in 18 U.S.C.
608 (see 39 U.S.C. 3210 ) ), contributions
and expenditures for the preparation or
printing of material to be mailed, under
the frank shall otherwise be treated as
contributions and expenditures for pur-
poses of the Act, (including the pertinent
provisions of Title 18). Since the pro-
posed contribution would be derived
from general corporate funds, and not
from separate voluntary funds to sup--
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port the franking accounts of Congress
men, the contribution by the corporatioi
would be prohibited under 18 U.S.C. 610
(e) A Member of Congress may, o:

course, make expenditures for attitudi
nal research within his constituency fo
purposes of measuring the voter's senti
ments on policy issues, job approval per
ceptions, and the like. However, unles
the expenditures for the attitudinal re
search are paid from funds appropri
ated for legislative puriooses by Congres
or from a Congressional franking ac
count and are used to print or prepar
matter mailed under the frank, they wi]
be treated as an expenditure from th
Member's office account and will be sub
ject "to the limitations provided in 1
U.S.C. 608 as well as the other provision
of the Act. See Notice 1975-18, supra
The fact that a Member of Congress i
an announced candidate thus would no
make any difference in how expenditure
for attitudinal research will be treatec

The provisions of this opinion repre
sent the opinion of the Commission a
to the effect of 2 U.S.C. 437(a) (9),
U.S.C. 439a, 18 U.S.C. 608, 18 U.S.C. 61(
and 39 U.S.C. 3210(f) on contribution
and expenditures from the office c
franking account of a Federal office
holder.

The provisions of this opinion are re
flected in the proposed regulations whic
the Commission has submitted to Con
gress, see Notice 1975-18, supra.

Pursuant to the Administrative Prc
cedure Act the Commission will hol
public hearings on the proposed regula
tion on September 16 and 17, 1975, 2
the U.S. Court of Claims in Washingtoi
D.C.

ADVISORY OPINION 1975-17

CAMPAIGN CONTRIBUTIONS FROMT

A PARTNERSHIP

This advisory opinion is rendered ur
der 2 U.S.Q. 437(f) in response to a r(
quest for an advisory opinion submitte
by Congressman Neal and published 3
the July 17, 1975 FEDERAL REGISTER (
FR 30259). Interested parties were give
an opportunity to submit written con
ments relating to the request.

The question raised in Congressms
Neal's request is "Ehjow much money i
campaign contributions may a candida-
for Federal office accept from a partne:
ship" under the Federal Election Can
paign Act of 1971, as amended in 1974.

Section 608(b) (1) of Title 18, Unit(
States Code, states that:

(1) Except as otherwise provided by par
graphs (2) and (3) no person shall make co:
tributions to any candidate with respect
any election for Federal office which, in t
aggregate, exceed $1,000 (italic added f
emphasis).=

'The exceptions to 18 U.S.C. 608(b) (1) a
not relevant to the question of the amount
candidate may receive from a partnershl
and contributions to a candidate for nort
nation to the office of President are subje
to an overall $1,000 limit during the enti
pre-nomination period. See 18 U.S.C. 608(1
(5).

- Sectioi 591(g) of Title 18, United
n States Code, defines "person" as an indi-
1. vidual, partnership, committee, associa-
f tion, corporation, or any other organiza-
- tion or group of persons, * * *" (italic
r added for emphasis).
- It is the opinion of the Commission
- that the cited statutory provisions im-
s pose a $1,000 limit on the amount a part-
- nership may contribute to a candidate
- for Federal office with respect to each
s separate election wherein that candidate
- seeks nomination or election. The Com-
e mission further concludes that when a
1 partnership makes a contribution to a
e candidate for Federal office it counts
- against each individual partner's limita-
8 tion under 18 U.S.C. 608(b) (1) in direct
s proportion to each partner's share of
L. partnership profits. For example, in the
s case of a four member partnership (each
t partner having an equal share) which
s makes a $1,000 contribution to a Federal
. candidate, one-fourth of the $1,000, or
- $250, is counted toward each individual
,s partner's limit. Therefore, each b~artner
2 may contribute no more than an addi-
), tional $750 to the same Federal candidate
,s with'respect to the same election.
.r Under the general theory of partner-

ship law a partner is an agent for the
partnership, and the partnership has no
legal capacity to act as a, person in its
own right. Therefore, even though a
partnership is a "person!' for purposes of
18 U.S.C. 608(b), as wellas 2 U.S.C. 431.
et seq. contributions made in the part-

d nership's name must be attributed to the
,- individual partners in relation to each
Lt partner's interest in the partnership
n profits. Furthermore, when a contribu-

tion is made in the partnership name
without accompanying information as to
each partner's proportionate share
thereof, the candidate or committee re-
cipient must obtain a written statement

- providing the requisite information
within 30 days after receiving the
contribution.

n If this informktion is not timely ob-tained the contribution must be returned.
n Otherwise, the candidate or committee

will be regarded as In violation of 18
U.S.C. 614 which prohibits an individual

n from making a contribution in the name
in of another "person," I.e. partnership, and
te also prohibits the knowing acceptance of
V_ such a contribution.

I- Dated: August 22, 1975.
NEIL STAEBLER,

Vice Chairman for the
Federal Election Commission.

a- [FR Doc.75-229-41 Filed 9-2-75;8:45 am]
a-
to
lie [Notice 1975-33; A.O. 1975-10]
or INTERNAL TRANSFERS OF FUNDS BYCANDIDATES OR COMMITTEES

re Advisory Opinion
; a The Federal Election Commission an-
Ip, nounces the publication today of Ad-
d-
ct visory Opinion 1975-10. The Commis-
Lre sion's opinions are in response to ques-
h) tions raised by individuals holding Fed-

eral Office, candidates for Federal office

and political committees, with respect to
whether any specific transaction or ac-
tivity by such Individual, candidate, or
political committee would constitute a
violation of the Federal Elect-Ion Cam-
paign Act of 1971, as amended, of Chap-
ter 95 or Chapter 96 of Title 26 United
States Code, or of sections 608, 610, 611,
613, 614, 615, 616, or 617 of Title 18 United
States Code.

ADVISORY OPINION 1975-10

INTERNAL TRANSFERS OF FUNDS BY CANDI-
DATES OR COMMITTEES

This advisory opinion Is rendered un-
der 2 U.S.C. 437f in response to four re-
quests, published as AOR 1975-10 in the
July 9, 1975 FEDERAL REGISTER (40 FR
28944). All of the requests relate to vari-
ous types of transfers of funds by candi-
dates or political committees. Interested
parties were given an opportunity to sub-
mit written comments pertaining to the
requests. '

A. Request of Congressman John J.
McFall. The issue presented Is whether
a principal campaign committee of a can-
didate for Federal office may transfer
funds from a checking account at a desig-
nated campaign depository to a savings
account in the same bank or to a savings
account in another financial institution
which is not a designated campaign
depository.

Section 437b(a) (1) of Title 2, U.S.
Code, provides that "[elach candidate
shall designate one or more national or
State banks as his campaign deposi-
tories." This section further requires that
the principal campaign committee shall
maintain a checking account at the des-
Ignated depository, shall deposit any con-
tributions received by it into such ac-
count, and shall make all expenditures
from said checking account. The statute
Is silent as to the establishment and use
of savings accounts.

It is clear that the statute require. all
contributions and all expenditures to pass
through the checking account at the des-
ignated campaign depository. However,
the statute would not preclude a transfer
from a checking account to a savings ac-
count if full disclosure is made and the
committee retains Its complete -control
of the funds so transferred at all times,

To assure compliance with the report-
ing requirements of 2 U.S.C. 434(b) and
the specific language of section 437b(a)
(1) that all contributions and all ex-
penditures flow through the checking ac-
count at the designated depository, the
Commission will require:

(1) That all funds transferred from
the checking account described above to
any savings account, certificates of de-
posit or other interest bearing account be
reflected clearly on the reporting forms
required to be filed with the Commission
under 2 U.S.C. 434(b) ;

(2) That all funds transferred out of
the designated checking account, as de-
scribed above, be eventually transferred
back into such account and clearly re-
flected on the reporting forms required
to 15e filed with the Commission under 2
U.S.C. 434(b);
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(3) That any interest earned from
funds transferred toany savings account,
certificates of deposit or other interest-
bearing account be timely reflected on
the report required to be filed with the
Federal Election Commission under 2
U.S.C. 434;

(4) That no expenditures be made
from any funds transferred to an ac-
count other than the checking account
at the designated campaign depository.. B. Request of Thomas Coleman. This
request raises the question as to how one
should'report the- transfer of surplus
campaign funds remaining from an elec-
tion campaign for local or State office to
a Federal election campaign committee.
The Commission's response to this ques-
tion should not;be consrued as adversely
affecting any donor's rights provided by
State la as to the use of the donor's
original contribution made in connection
with a campaign for State or local elec-
tive office.

Funds received by a political commit-
tee which are transferred from any other
source are contributions as defined in
2 U.S.C. 431(e) (3). As such, they are re-
quired to be reported under the provi-
sions of 2 U.S.C. 434(b) (2) (4) and (7).
Specifically, full information as to the
source of all funds- transferred to a re-
porting political committee, as well as
the amounts and dates of all individual
contributions included in the transfer,
must 'be reported. The Commission
agrees that Mr. Coleman may presume
that the surplus transferred to his Fed-
eral campaign committee is comprised of
those individual contributions last re-

- ceived before the State election. The
Commission contemplates future regu-
lations that will provide more specific
guidance as to the proper reporting of
transfers of this type.

The Cdmmission also concludes that
the funds to be transferred to the Fed-
eral campaign committee may not In-
clude any contributions by national
banks or corporations, labor organiza-
tions Government contractors, or agents
of foreign principals. See 18 U.S.C. 610,
611, and 613. Furthermore, no- contribu-
tions which exceed $1,000 from any one
person and were made after January 1,
1975, may be transferred to the Federal
campaign committee. Finally, any fund
that were under Mr. Coleman's personal
dominion and control, although contrib-
uted to a State campaign committee,
may be transferred to the Federal cam-
paign committee only to the extent per-
mitted under 18 U.S.C. 608(a).

C. Request of the Circle Club. The
question presented is whether a pre-
existing political cdmmittee with resid-
ual funds may obtain consent from the
original contributors of these funds to
"earmark" their contributions for a spe-
cific Federal candidate, and transfer said
earmarked contributions to the principal
campaign committee of the candidate
designated by the contributor.

Under 18 U.S.C. 608(b) persons (other
than qualified multicandidate political
committees) may not lawfully make con-
tributions to any Federal candidate in
excess of $1,000 with respect to any elec-

tion. Subsection (b) (2) allows certain
political committees to make $5,000 con-
tributions to any Federal candidate with
respect to each separate election.
- In the event that contributions are
earmarked by the donor (or on the
donor's behalf), or otherwise directed
through an intermediary or conduit to a
particular candidate, they are treated
as contributions to that candidate from
the original donor and are, therefore,
subject to applicable limits under sec-
tion 608(b). Section 608(b) (6) wouldnot
apply to situations where donors relin-
quish complete control over their con-
tributions and do not at a later time
regain such control either by actual re-
turn of their contribution or, as in this
instance, by request of the recipient com-
mittee for authorization to earmark a
contribution originally given without
such restriction. Since in this case the
committee will be asserting some con-
trol over the earmarking by reason of
the fact that it will actively seek to ob-
tain consent from the donors to earmark
funds for a specific Federal candidate,
it follows that the committee, as well as
the original donor, should be regarded
as having made the contribution.

Hence, both aspects of the transaction
are subject to limitation under 18 U.S.C.
608(b) (1). The committee must regard
its involvement in procuring the author-
ization to earmark as tantamount to Its
own contribution and, therefore, subject
to the $5,000 limit In 18 U.S.C. 608(b) (2),
if It is otherwise qualified to make con-
tributions in that amount Further, such
designated contributions must be re-
ported to the Commission and- the in-
tended recipient by the political commit-
tee as provided in 18 U.S.C. 608(b) (6).
Until issuance of final regulations, this
may be accomplished by complying with
the reporting provisions of 2 U.S.C. 434
(b) and the earmarking regulations Is-
sued by the previous supervisory officers
and adopted by the Commission on an
interim basis on June 2, 1975, 40 FR
23833.

D. Request of Senator Tamcs Buckdey.
The Friends of Jim Buckley Committee
has established an internal method of
allocating political expenditures from
"non-political" expenditures for constit-
uent services. The Committee has solic-
ited funds for both political and non-
political purposes .through its fundrais-
ing appeals. Senator Buckley requests an
opinion as to:.

(1) Whether the ComrnkztIon will rec-
ognize the functional distinction be-
tween the two types of expenditures;

(2) Whether It will be necessary to
establish another committee to handle
funds expended for constituent services;
and

(3) If a separate committee Is estab-
lished, whether a separate committee for
constituent services will be able to re-
ceive funds from the political committee.

The matter of constituent service ac-
counts is controlled by the provisions of
2 U.S.C. 439a and such rules as may be
necessary to aarry out the provisions of
section 439a. Thb Commission has for-
mally proposed such rules which treat

contributions to and expenditures by
constituent service funds as transactions
of a political committee. See Notice 1975--
18, August 5, 1975 (40 FR 32951).

Furthermore, in Advisory Opinion
1975-14, decided August 7,1975, the Com-
missin held that contributions to con-
sttuent service accounts are subject to
18 U.S.C. 608, 610, 611, 613, 614, and
615. Accordingly, the Commission ha. no
objection to transfers of funds from the
existing political committee to another
one newly organized, but recognizes no
functional distinctions between the two
types of expenditures described ih the
request Finally, the Commission con-
cludes that all expenditures made by
either the existing political committee
or a new constituent service committee
are subject to the spending limits appli-
cable to a candidate under 18 U.S.C.
608(c).

Dated: August 21,1975.
THouAs B. Cm=,

Chairman Yor the
FederaElectio. Commission.

IFR Doc.75-2258 Piled 9-2-75;8:45 am]

[Notice 1975-37, AOR 1975-8--AOR 1975-57]

ADVISORY OPINION REQUESTS
In accordance with the procedures set

forth In the Commisslon's Notice 1975-4,
published on June 24.1975 (40 FR 26660),
Advisory Opinion Requests 1975-38
through 1975-57 are published today.
Some of the Requests consist of similar
nquiries from several sources which have
been consolidated in cases where appro-
priate.

Interestedpersons wishing to comment
on the subject matter of any Advisory
Opinion Request may submit written
views with respect to such requests within
10 calendar days of the date of the pub-
lication of the request in the F mAL
RGci . Suchsubmission shouldbe sent
to the Federal Election Commission, Of-
fice of General Counsel, Advisory Opin-
Ion Section, 1325 EK Street, NW., Wash-
ington, D.C. 20463. Persons requiring ad-
ditional time in which to respond to any
Advisory Opinion Request will normally
be granted such time upon written re-
quest to the Commission. All timelycom-
ments received by the Commission will -
be considered by the Commission before
It issues an advisory opinion. The Com-
mission recommends that comments on
pending Advisory Opinion Requests refer
to specific AOR number of the Request
commented upon, and that statutory
references bb to the United States Code
citations, rather than to the Public Law
Cltat on.
AOR 1975-38: Use of Excess Campaign

Fuds for Office Expenses and Fed-
oral Preemption Request Edited
by the Commission).

G=.run=: I am writin to request
advisory opinions on the following ques-
tions, with regard to the FZederal Election
Laws.

(1) If 3, as a Member of Congress,
elect to use left-over campai. funds for
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legitimate office expenses, will these ex-
penditures be counted in determining
whether I, or my Campaign Committee,
have reached any of the spending limits
set forth under the new law?

(2) If I elect to use campaign funds
for legitimate office expenses, will it still
be necessary for me or my Campaign
Committee to file periodic reports with
the Clerk of the House up to and until
I again announce myself as a Candidate,
or may I close out my accounts until that
time?

(3) Does'the new Federal Election Law
supercede state campaign regulations, or
must state laws be adhered to separately?

SILVIO 0. CONTE,
Member of Congress.

Source: Representative Silvio 0. Conte,
.House of Representatives, 239 Cannon
House Office Building, Washington, D.C.
20515. (July 15, 1975.)
AOR 1975-39: Settlement of Campaign

Debts Owed to Corporations (Re-
quest Edited by the Commission).

GENTLEN : Your recent Advisory
Opinions 1975-5 and 1975-6 prompt us to
ask on behalf of the Metzenbaum Post-
Campaign Committee:

May a candidate's committee, which
Incurred debts during the 1974 sena-
torial campaign, settle those debts
with corporate or non-corporate cred-
itors, if the committee has made a
serious effort to bring down the
amount of said debts since the-date of
the election and has little likelihood
of raising additional funds sufficient
to pay all debts in full?

After the election, we found ourselves
indebted to the extent of about $113,-
000.00. A number of fund-raising events
and personal solicitations have been
made to the point that the committee
has now been successful in decreasing
that debt to under $79,000.00. The com-
mittee has a cash balance of a little over
$5,000.00, at the present time. Some of
the creditors, both individuals and cor-
porations, have indicated a willingness
to settle the amoun s due them if we
will offer a cash settlement. We believe
It may be possible for us to solicit a mod-
est amount of additional money. How-
ever, the last sentence of Advisory
Opfihon 1975-6 issued by the Commis-
sion on July 23, 1975 makes reference to
the problem possibly faced by corporate
creditors that acceptance of such settle-
Wents could be construed as violations
of the Federal Election Campaign Act.

* * $ * *

MELvIN S. SCHWARZWALD,
Counsel for the Metzenbaum

Post-Campaign Committee.

Source: Metzenbaum Post-Campaign
Committee by Counsel, Melvin S.
Schwarzwald, Metzenbaum, Gaines &
Stern, 1700 Investment Plaza, 1801 East
9th Street, Cleveland, Ohio 44114. (Au-
gust 1, 1975.)
AOR 1975-40: Reporting Contributions

from Political Action Committees
(Request Edited by the Commis-
sion)..

* *" * The Federal Election law ap-
pears to be ambiguous on the question
of the requirement of campaign commit-
tees to report contributions by political
action committees when such funds are
used to purchase tickets to a rece3-
tion. * * *

It is my understanding * * that
campaign committees are not required
to report individual contributions of $100
or less by political action committees
when such contributions are made for
the purpose of purchasing tickets to a
reception. * * *

[TIhis Committee requests a formal,
written [advisory opinion] on whether
a campaign committee is required to dis-
close publicly contributions of $100 or
less by political action committees when
such contributions are made for the pur-
pp se of purchasing tickets to a reception.

I would also like to know the rules
covering reporting by donor organiza-
tions. I understand they must report
their contributions, regardless of the
amount.

WALLY JOHANSON,
Treasurer.

Source: Wally Johanson, Treasurer,
Oberstar for Congress, Volunteer Com-
mittee, P.O. Box 465, Duluth, Minne-
sota 55802. (July 17, 1975.)
AOR 1975-41: Investment or Savings

Deposits of Contributions or Other
Receipts (Request edited by the
Commission).

DEAR MR. CURTIS: Our Committee ** *
formally makes his request of the Com-
mission for an Advisory Opinion as to
when, if ever, receipts from contribu-
tions, sales, collections, loans and/or
transfers maybe deposited in an interest-
bearing savings account In a state and/or
national bank, or invested in government
treasury notes.

(Mrs.) ANN M. EPPAnD,
Assistant Treasurer.

Source: (Mrs.). Ann M. Eppard, As-
sistant Treasurer, -Shuster for Congress
Committee, Star Route 5, Everett, Penn-
sylvania 15537. (July 24, 1975.)
AOR 1975--42: Application of Spending

limits to Candidate Purchase of Ad-
vertising in Directories and Year-
books (Request Edited by the
Commission).

DEAR MR. CHAraIIAN: I have been in-
vited by the editors of Hawaii's annual
"Labor Director" to purchase a Ys page
advertisment in the Directory. My photo-
graph will appear with the Words "Aloha
to Labor from Sparky" superimposed. I
have also been invited to purchase a
quarter-page advertisement in the Ha-
waii State Little League Baseball "Sou-
venir Yearbook," whicl is published
annually at the end of the Little League
Base'ball season. My photograph will ap-
pear with the words "Aloha and Best
Wishes. (s) Spark Matsunaga, Member
of Congress."

I would appreciate receiving the Com-
mission's opinion as to whether this ex-
penditure must be recorded as a "cam-
paign expenditure" under the provisions

of the Federal Elections Campaign Act,
as amended. If so, would the cost of the
advertisement be credited toward the
Primary Election campaign expenditure
ceiling established In 1974?

If the proposed advertisement Is not
a "campaign expenditure" under the
provisions of the Federal Elections Cam-
paign Act, could funds from my con-
gressional Communications Fund be used
for its purchase? A report of receipts
and expenditures under my Communica-
tions Fund has been filed with the Clerk
of the U.S. House of Representatives and
the Lieutenant Governor of the State of
Hawaii.

SPAMr MATSUNADA,
Member of Congress.

Source: Repregentative Spark Matsu-
naga, 422 Cannon House Office Building,
Washington, D.C. 20515. (Two letters
dated July 22, 1975.)
AOR 1975-43: Establishment by Cor-

poration of Voluntary Employee
Political Donation Program (Request
Edited by the Commission),

GENTLEMEN: On behalf of TRW, I
would like to respectfully reqitest your
advice on the following situation:

TRW operates a Good Government
Program whereby employees who desire
to participate are permitted to have a
certain amount of their paycheck with-
held and sent to a designated candidate
or party. [The Commission notes that
the TRW Good Government Program
registered as a political committee on
August 7, 1975]

All contributions made by our employ-
ees to the designated candidates or com-
mittees are fully disclosed to the in-
tended recipient. Each recipient receives
a check in the total amount of all con-
tributions designated for such recipient
and in addition receives a list of every
employee who designated a contribution
to such candidate or committee together
with the amount contributed by such
employee. TRW simply acts as an agent
of the employee in forwardiing the desig-
nated contribution much as a bank oper-
ates as an agent of a depositor when a
check is written and the bank honors
that check upon presentment,

However, it would appear possible to
argue that TRW is an "Intermediary or
conduit" within the medning of Title 18
608(b) (6) of the United States Code.
TRW does not believe that our program
Is within the spirit of this section. How-

,ever, since the point is arguable we would
like to request the Commisslon's position
on this point.

Should the Commission rule that TAW
Is an "intermediary or conduit" rather
than a simple agent of Its employees, we
would like to be informed of the Com-
mission's requirements for our fund
particularly In the following respects:

(1) How frequently should we re-
port or file with the Commission?

In some cases, our payroll depart-
ments issue checks biweekly In other
cases payroll periods are semi-monthly,
monthly or weekly. In some cases the
amounts to be withheld pursuant to
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the employees direction are withheld
in each paycheck and others the de-
duction is made only once a year. I
am sure that neither TRW nor the
Commission desires td be inundated
with paperwork for this program. Ac-
cordingly, if the Commission feels a
report is necessary at all, TRW re-
-spectfully suggests that such report be
provided to the Commission annually.

(2) What form should we use for
the report?

We are not aware of any form which
can be appropriately used for pur-
poses of § 608(b)(6). Accordingly, if
the Commission desires TRW to report
its program under this section we re-
spectfully request that the Commis-
sion adopt some form on which we may
make the report or at least inform us
of the various items which the report
should contain.

WmLIJrr A. HmcocK.
Senior Counsel.

Source: TRW Good Government Pro-
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6. What constitutes a "debt' or "obli-
gations" itemizable under parts 11 aiid
12 of the reports? Does this refer to long-
term debts and obligations of say, CO
days, or something else?

7. Do the non-principal campaign
committees have to be authorized in
writing by the candidates? .

8. What constitutes "affiliation" and
"relationship" of committees?

Trea urer, Socialist Workers
1976 NationaZ CamPaign Committee.

Source: Andrea Morell, Treasurer, So-
clallst Workers 1976 National Campaign
Committee, 14 Charles Lane, New York,
New York 10014. (July 10,1975.)
AOR 1975-45: Legallty'of the Establish-

ment and Administration of "Inde-
pendent Autonomous" Multicandi-
date Political Committees (Request.
Edited by the Commission).

DEAR Smn: We represent the Agricul-
tural & Dairy Educational Political Trust
("ADEPT").

, -Inc., 23555 Euclid Avenue, Cleve- * * S

.,Ohio 44117. (July 28, 1975.) ADEPT submits this advisory opinion
1975-44: Request of Socialist request, by counsel, pursuant to the pro-

Workers 1976 National Campaign vIsionsof 2 U.S.C. 437f (a).
Commiteer (Request dtiond bay The pertinent facts are that ADEPTCommittee (Request Edited by the is con erng the establishment In sev-

eral states of the Union of Independent
E&ColnMssIoERas: and autonomous political committees
S* - -which, like ADEPT, would be multiple

e seek advisory opinions under 2 candidate committees and which, like
C. 437f from the Commission on sev- ADEPT, would be political committees

lestions regarding the Act and the • *. Each such committee would oper-
Amendments. ate solely within thestate n which it was
In our letter of January 31, 1975 organized; would be governed by com-

requested clarification on the $1,000 mittee members at least one of whom
tation on contributions. Does this would be resident in such state; would

apply separately to primary, run- make political contributions as defined
-if any), and general elections? Sec- by the provisions of 2 U.S.C. 431(e) and
608(b) (5) indicates that the' 1im- 18 U.S.C. 591(e); would exercise Its in-

on is $2,000 for presidential candi- dependent Judgment as to the benefi-
but fails to give- any time limita- clarles and amounts of its contributions;

Is it for instance, $1,000 before the would report to the Federal Election
&ry and an additional $1,000 be- Commission pursuant to the provisions of
:n the primary and the general elec- 2 U.S.C. 434(a); and, except to the ex-
? If-the limitation does apply sep- tent It might receive unanticipated and
ely for candidates contending in pri- unsolicited donations, would depend sole-
vand run-off elections, does it. also ly for Its funds upon transfers from
y separately for candidates contest- ADEPT (which transfers would be re-
rnly the general election? ported by ADEPT as contributions by
Regarding the limitation of $100.00 ADEPT); and which might receive the
etty cash purchases and transactions benefit of accounting, clerical, legal or
U.S.C. 615), does this mean that similar services in kind from ADEPT
heck to the order of "cash" can be (which services also would be reported
efor over $100.00? What does a cam- by ADEPT as contributions from, committee do in a situation where ADEPT).
ndidate or representative of a can- The basic question is whether such
te is out of town and requires emer- committees may be established.
y funds in excess of $100.00? What If thebasic question be answered in the
a committee do in the case where affirmative, ADEPT would propound the

becks are unacceptable as a means following questions.
'ayment for a certain vendor, for I. May the Treasurer of ADEPT also
aple, the U.S. Postal Service? serve as the treasurer of one or more of
4 , the state committees?
When candidates are not contesting 2. Would the limitations upon- theWhen cadiates re not cteting, quantum of contributions set forth In, 18taprimary, or rum-off elections, U.S.C. 608(b) (2) be applicable (1) sep-
t are the reporting requirements re-
tag the. 10-day preelection and 30- arately to ADEPT and to each such com-
Postelection reports? mittee or (2) in the aggregate to ADEPT
• ," and each and every such committee?

3. May one or more members of the
ADEPT committee also hold membership
on one or more state committees?

4. May each state committee be funded
by transfers of funds from ADEPT? In
this connection ADEPT envisions that
upon being notified by a particular state
committee that the funds thereof were
depleted to the sum of $1,000.00 or some
other relatively small sum, ADEPT would
transfer to That particular state commit-
tee a substantial sum, as for example,
$25,000.00. No part of the transfer would
be earmarked for a particular contribu-
tion. The state committee would be free
to spend the money as it deemed appro-
priate, The state committee then would
be expected to advise ADEPT when at
some subsequent date its funds available
for contribution again dropped to
41,000.00.

Mmrr Ebwri Hvarorsou
liource: Marion Edwyn Harrison, Har-

r1sn, Lucey, Sagle & Salter, 1701 Penn-
sylvania Avenue. NW., Washnwon. D.C.
20006. (July 15, 1975.)
AOR 1975--4: Fee for the Telenised Ap-

pearance of A Member of Congress
(Reqczest Edited by the Commission).

Dwzi'm CusRxs: I am writing on be-
half of United -States Representative
Barbara Jordan, 18th District of Texas
to request advisory opinions regarding
section 616 of the "Federal Election
Campaign Act Amendments of 1975.7 As
you know, that section deals with the
"Acceptance of Excessive Honorariums."

Miss Jordan has been asked to provide
editorial comment once a month which
Is recorded on video tape, for presenta-
tion on the C.B.S. television Morning
News Show. She is paid One Hundred
andFifty Dollars for each taping.

It Is our position that this payment; is
salary for services for which afee is tra-
ditionally required, and therefore, should
not be Included when computing her ac-
ceptance of honorariums for the calen-
daryear. = * *

Rurus (BRD) IRS.
Source: Representative Barbara Jor-

dan by Rufus Myers, Administrative As-
sIstant, 1534 Longworth House Office
Building, WaAhington, D.C. 20515. (July
3,1975.)

.AOR 1975-47: Expenditures of Corpo-
rate Funds by Host Committees for
the Benefit of National Political
Party (Request Edited by the Com-
mission).

Dr~h CoMUSSIoMMS:
- 9 9 9 * *

On behalf of the Democratic National
Committee, a supplementary advisory
opinion is requested in this regard.

Specifically, Adifsors Opinion 1975-1
provided, in part, that local corporations
which are engaged in certain retail busi-
nesses may contribute funds to a local
civic association, or other imila type of
buine association ("Host Commit-
tee"), which payment, under certain
conditions, would not constitute a pro-
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hibited corporate contribution within the
provisions of 18 U.S.C. 610. The Opinion
did not cover the purposes for which a
Host Committee could expend its funds,
including funds derived by it from local
retail corporations referred to above.

An Opinion is respectfully requested
that a Host Committee may offer to the
National Committee any of the services,
benefits, or uses of property described in
Paragraphs (1) through (7),-inclusive, of
Advisory Opinion 1975-1, without vio-
lating 18 U.S.C. 610, and that such trans-
actions do not involve "expenditures"
under 26 U.S.C. 9008 d).

STUART E SEIGEL.

Source: Stuart E. Seigel, Cohen and
Uretz, 1775 K Street, NW,Washington,
D.C. 20006. (August 4, 1975.)

AOR 1975-48: Attribution of Contribu-
tion to Political Party to Candidate
Receiving Funds from that Party
(Request edited by Commission).

DEAR ComMnsoNEa: * We request
that the Federal Election Commission
Issue an Advisory Opinion in answer to
this question: I

Because the 1974 Act imposes a $1,000
limit on contributions by an Individual to
.a candidate for election to Federal office,

f a contributor makes a contribution of
less than $1,000 to a-candidate's cam-
paign committee and thereafter is asked
to contribute to one or more state and
local party committees, some portion of
whose receipts from contributions will be
contributed by that committee to'or ex-
pended for the election of that same can-
didate, but where the portion of the in-
dividual's contribution has not been ear-
marked for that candidate either by the
contributor or the party committee, can,
the contributor make that contribution
to the state or local party committee
without being considered to have ex-
ceeded the $1,000 limitation?

If the answer to the foregoing question
Is no, what steps must the state or local
party committee or the contributor take
In order to Insure that his totai contri-
butions to the Federal candidate do not
exceed the $1,000 limit?

RICHARD C. FRAME,
State Chairman.

Source: Rfchard C. Frame, State
Chairman, Republican State Committee
of Pennsylvania, P.O. Box 1624, Harris-
burg, Pa. 17105. (August 5, 1975.)

AOR 1975-50: Application of 1974
Amendments to Debt Transaction
Incident to Special Election in 1975
(Request edited by Commissfon).

DEAR MR. CtRns: After studying the
latest Federal Election Commission, Ad-
visory Opinion (1975-76) there remain
specific questions to be answered con-
cerning campaign debts owed by this-
Committee.

Jeff LaCaze was a candidate for the
U.S. House of Representatives from The
Sixth District of Louisiana. The results
of the general election of November 5,

1974 was disputed and after litigation
the state courts ordered a new election
for January 7, 1975.

* *-C * * *

* * * [Clontributions' in excess of
$1,000 were received by this Committee
during 1975 and used for an election held
in 1975 * * *
. Please clarify this [question], I.e. were

pontributions received subsequent to De-
cember 31, 1974 and prior to January 8,
1975 subject to the 1971 Act * * * or
subject to provisions of the 1974 Act as
indicated in Advisory Opinion 1975-6?

Additionally, please consider the fol-
lowing for an [advisory opinion]:

1. Promissory notes made in' 1974.
a. Are accrued Interest payments

made in 1975 on these notes, "debt"
incurred during 1974 and therefore,
iayable with contributions as outlined
in Advisory Opinion 1975-6?

b. Can makers of these notes (i.e.
co-guarantors, etc.) pay interest ac-
cumulated on these notes without hav-
ing these contributions being subject
to the 1974 Act?

2. Corporate debts owed by a Candi-
date or Committee.

a. Can debts owed by a candidate or
committee to a corporation be forgiven
-or settled for sums less than those
previously billed without such forgive-
ness of debt being considered an "ille-
gal contribution" as outlined under
18 U.S.C. 610-611?

b. Can a corporation write off as
bad debts, any debts owed by a candi-
date or committee for which payment
cannot be made?

TED E:DovE,
Treasurer.

Source: Ted E. Dove, Treasurer, The
Jeff Lacaze Committee, P.O. Box 14649,
Baton Rouge, Louisiana 70808. (August
-5,1975.)
AOR 1975-51: Use of Excess Campaign

Funds to Purchase Congressional
Office Equipment (Request edited
by the Commission).

DEAR Ma. Cuazrs: * .* * This is a re-
quest for an advisory opinion on the use
of campaign funds to defray Congres-
sional office expenses above the usual
electrical equipment and clerk-hire al-
lotments.

Our office plans to install a 6omputer
terminal to meet the demands of con-
stituent mail. The cost of the terminal
wil exceed our office allotment and,
therefore, we would like to use excess
campaign funds to establish a separate
Oberstar Office Equipment account.

In checking with the Office of the
Clerk of the House, Mr. Moss recom-
mended this separate account and sug-
gested the account be set up In a man-
ner allowing a staff member to make
disbursement, rather than require the
Member's signature.
. Mr. Moss assured ihe that the use of

campaign funds in the manner pre-
scribed is legal and preferred (reference
Section 439(a) of the 1974 Federal Elec-

tion law). However, he felt a letter to
your office asking for an advisory opIn-
ion would be wise. * * *

JAMEs L. ODERSTAR,

Member of Congress.
Source: Congressman James L. Obor-

star, Room 323, Cannon House Office
Building, Washington, D.C. 20515. (July
8, 1975.)
AOR 1975-52: Assistance by Multi-can-

didate Committee to Pay Off a Can-
didate's Past Campaign Debt (Re-
quest Edited by the Commission).

GENTLEMEN: I am writing to inquire as
to whether or not In your opinion a State
Committee may assist a successful candi-
date for the Congress to pay off his 1974
election debt without Impairing the lim-
itations on the amount of money it may
give to said Congressman under the new
law should he be a candidate for re-elec-
tion in 1976?

JoHN R. LINNELL,

Source: John R. Linnell, Maine go-
publican State Committee, 187 State
Street, Augusta, Maine 04330. (July 14,
1975.)
AOR 1975--53: Application of Limita-

tions on Contributions and Expendi.
tures to Nomination by Petition Ef-
fort (Request edited by the Commis-
sion).

DEAR MR. ComTxs: A group of inter-
ested citizens in the State of Maryland
have formed a political committee of
which I am Chairman to explore the pos-
sibility of promoting the independent
candidacy of Bruce Bradley for the of-
fice of United States Senator in 1976.

In the process of gathering preparatory
information, we find that under Mary-
land law, an independent candidate may
qualify by petition to have his name
placed on the ballot for the general'
election.

In reviewing the provisions of the Fed-
eral Election Campaign Act of 1971 [as
amended In 19741 * * * we find the
language of 18 U.S.C. 608(c) (1) * * *
sufficiently vague as to request a formal
advisory opinion from you on the follow-
ing specific issues:

1. * * * Under Maryland law an in-
dependent candidate for United States
Senator must qualify for election by pe-
tition, a method which, while involving
the expenditure of funds for political
purposes, Is not an expenditure of politi-
cal funds for nomination by election in a
primary election sponsored by an or-
ganized political party. We would life an
opinion as to whether or not nomina-
tion by petition in this case is consid-
ered legally equivalent to any other pri-
mary election contemplated under [18
U.S.C. 608(c) (1) (C)] * * *. We would
interpret an afirinative ruling in this
case to mean that an independent can-
didate for nomination for election to the
office of U.S. Senator from the State of
Maryland attempting to qualify as a can-
didate for the general election by peti-
tion would be eligible to raise funds and
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spend them as if he were any other can- gressman Wayne Owens (D-Utah) In
didate attempting to obtain nomination 1974 received a 70 percent convention
for election through the political pri- -nomination.
mary process. Further, such an inter- Were there, in Utah, to be 3 phases of
pretation would mean that the limita- a Federal campaign (Le., convention,
tions of [18 U.S.C. 608 (c) (1) (C) ] * * * primary and general) would the cam-
would apply to all political activities of paign limitation apply to each phase,
an independent candidate up until such with no carry-over from one time frame
time as he is legally certified as a can- to another? Under the prior law the Sec-
didate for the general election by corn- retary of the Senate answered this ques-
petent state authority. tion affirmatively denoting, accurately,

2. Assuming that the above ruling Is no difference between primary run-offs
in the affirmative, and that an independ- and the Utah system.
ent candidate is considered for purposes Your advisory opinion on the question
of the spending limitations as any other raised is sought.
candidate for nomination by -primary, KENT S ,EAREn,
would there be any restrictions on funds Legal Counsel.
used to qualify by petition other than Source: Kent Shearer, Legal Counsel,
those imposed by the Federal Election Utah Republican Central Committee, c/o
Campaign Act of 1971, as amended? We Mlock, Shearer and Carling, 1000 Con-
would interpret a no iestriction ruling as tinental Bank Building, Salt Lake City,
permitting the expenditure of funds Utah 84101. (June 28, 1975.)
raised to qualify for election by petition
for the'same types of activities and serv- AOR 1975--55:-Organizational Contribu-
ices as would be procured under the law tions to Charity in Lieu of Honorari-
by any other candidate seeking nomina- , um To Federal OMce-Holders or
tion by primary, i.e. payment of staff Scholarship Fund (Request Edited
salaries, media advertisements, airplane by the Commission).
or car rentals, and publications of a pro- DEA MR. CHAMMAX: I write to request
motional nature. a clarification and interpretation of the

3. If, in fact, qualification by petition - requirements and limitations under Sec-
constitutes a primary for purposes of [18 tion 616 of Title 18 of the U.S. Code with
U.S.C. 608(c) (1) (C)] * * * and a sur- respect to honorariums received by a
plus remains at the time the candidate's Member of Congress.
petition is certified and he is, in fact, - Would it be proper, assuming no self-
qualified for election under State law, dealing or self-serving implications of
can the surplus be carried over for use
in the general election campaign with- any kind, for private organizations to
out regard to the limitations imposed make contributions to legitimate chari-
under [18 U.S.C. 608(c) (1) (D)I? * * * ties, either in lieu of or in addition to

JoHN F. FcoNETL

Source: John F. Falconer, Chairman.
Bradley for-Senate Committee, 10600
Seneca Ridge Drive, Gaithersburg, Mary-
land 20760. (June 30, 1975.)
AOR 1975-54: Application of Contribu-

tion- and Expenditure Limitations
to Each Election Held in a State
(Request edited by the Commission).

GENTExEN: * * * Utah has a some-
what unique nomination process. At the
respective State Nominating Conven-
tions, attended by delegates elected at
precinct mass meetings, primary con-
tenders are reduced to two. If, however,
one candidate receives 70 percent of the
vote, he becomes the nominee, without
a primary. Both Senator Jake Gam (R-
Utah), and his opponent, former Con-

honorariums that I might otherwise re-
ceive? Would such contributions in any
way count with respect to the limitations
imposed under Section 6167

In addition, a special situation would
be the possible establishment of a schol-
arslp fund, properly set up with no self-
dealing and an unrelated board of di-
rectors. If a private organization were
asked in lieu of an honorarium, to make
such a contribution only If they wished,
and not as a condition for my appear-
ance, would this be proper?

AL ULLUM,
Member of Congress.

Source: Representative Al Ullman,
House of Representatives, Washington.
D.C. 20515. (August 11, 1975.)

AOR 1975-56: Office Account Expendi-
tures Chargeable to Primary or
General Election Campaign.

Dmma Sm: I hereby request an advisory
opinion in regard to the following:

Are expenditures by an office account
to be counted against the expenditure
limitations applicable to-a campaign for
election (general) or should they be
counted against the campaign for nom-
ination for election (primary).

STEPEEN J. SOLARZ,
Member of Congress.

Source: Representative Stephen J.
Solarz, House of Representatives, 1228
Longworth House Office Building, Wash-
ington, D.C. 20515. (August 12,1975.)
AOR 1975-57: Application of Limits to

Post-election Contributibns to Single
Candidate Committee (Request
Edited by the Commission).

DzA Si: We would appreciate a rul-
Ing from you regarding certain points
of law regarding candidates/campaigns'
for Federal Office (U.S. Senate), Title
I of Public Law 92-225, the Federal

Election Campaign Act.
Please give us a ruling on the follow-

Ing:
(1) Is there any limitation as to time

that contributions can be iccepted
subsequent to the election?

(2) Is It permissible to accept funds
raised from Testimonials, Dinners, etc.
(given for the benefit of the candidate)
subsequent to the election?

(3) If post election contributions
are acceptable, is It in any way con-
trary to the law to repay the candi-
date for funds loaned to his own cam-
paign fund, which has been used to
defray campaign expenses?

A. R. Gmrcswr, -
Treasurer,

John L. Grady Campaign Fund.
Source: A. R. Grgsby, Treasurer, John

L. Grady Campaign Fund, Belle Glade,
Florda 33430. (August 1,1975.)

Dated: August 25,1975.
THowaLs B. Cuan,

Clzairmanfortiie
Federal Eection Commission.

R Doo.75-22942 Piled 9-2-75;8:45 am]
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NoTE: For another document from the ministration administrative practices
Food and Drug Administration on this mat- and procedures as final regulations were
ter see 40 FR 40520, in this issue. set forth in the preamble to the regula-

DEPARTMENT OF HEALTH, tion of May 27 and in the Memorandum
EDUCATION, AND WELFARE of Points and Authorities in Opposition

to- Plaintiff's Motion for a Preliminary
Food and Drug Administration Injunction filed in the court proceeding.

[21 CFR Parts 1, 2, 5, 6, 8, 10, 11, 80, 90, Nevertheless, the Commissioner has con-
100, 102, 121, 202,310, 312, 314,328, cluded that the regulations should im-
330, 429, 430, 431, 433, 511, 514, 601, mediately be issued as proposed rules
701, 1003, 1004, 1210] with additional- opportunity for com-

ment. The delays and uncertaintie in-[Docket No. 75Si-0001] volved in attempting to obtain reversal
ADMINISTRATIVE PRACTICES AND of the decision of the District Court make

PROCEDURES it impractical to pursue any other course.
Notice of Proposed Rule Making The Order of the District Court en-joins the promulgation of the regula-The Commilssioner of Food and Drugs tions "as final," subject to compliance

is proposing rules governing the admin- with the rule making provisions of the
istrative practices and procedures of the Administrative Procedure Act. The
Food and Drug Administration. The reg- regulations incorporate many practices
ulations proposed herein were the sub- and procedures that were being fol-
Ject of a n9tice of rule making, published lowed within the Food and Drug Ad-
in the FEDERAL REGISTER of May 27, 1975 ministration prior to May 27; many that
(40 FR 22950), which the Commissioner are unavoidable in the Commissioner's
is revoking elsewhere in -this issue of the discharge of the various statutory re-
FEDERAL REGISTER. sponsibilitles vested in him; and many

The May 27th order specified that the that apply exclusively to the internal
regulations would become effective on processes of the agency. The Commis-
July 28, 1975, except for two provisions sioner does not interpret the Court's
that were to become effective on Novem- Order as foreclosing observance of a
ber 24, 1975, and invited public comment particular practice or-procedure simply
on the regulations on.or before July 28, because it is codified in the regulations,
1975, for the purpose of making subse- e.g., the requirement in § 2.22 (21 CPR
quent modifications as appropriate. In 2.22) that certain agency officials main-
a notice published in the FEDERAL REGIS- tain public calendars. Were the Order
TER of June 20, 1975 (40 FR 26027), the to be given that effect,-the agency wouldCommissioner extended the comment pe- be literally incapable of operating.
tiod to August 27, 1975. Rather, the Commissioner views the Or-

On July 23, 1975, the American College der as preserving the status quo, and as
of Neuropsychopharmacology brought therefore permitting the agency to fol-
suit in the United States District Court- low the procedures that it had previously
for the District of Columbia to enjoin the observed, or could have obselved, in
effectiveness of the regulations, contend- carrying out its activities without the
Ing that section 553 of the Administrative regulations. The Commissioner has no
Procedure Act (5 U.S.C. 553) requires intention of taking any action in con-
that they be proposed for comment prior travention of the Court's Order. Neces-
to publication in the FEDERAL REGISTER sarily, the decision -whether a particular
as a final rule. Pursuant to request of the procedure may be followed will require
Court, the Food and Drug Administration the exercise of judgment of thoie agency
agreed to delay the effectiveness of the officials immediately involved.
regulations pending a decision on the The regulations proposed herein re-
'plaintiff's motion for a preliminary in- tain §§ 2.23(b) and 2.330(b) (2)(it),
junction. This action was announced in, which were- indefinitely stayed, for rea-
a notice published in the FEDERAL REGIS- sons unrelated to the action of the Dis-
TER of July 28, 1975 (40 FR 31605), stay- trict Court, n an order published in the
Ing the effectiveness of the regulations FEDERAL REGISTER of July 25, 1975 (40
until August 4, 1975. FR 31234). The Commissioner recog-

On July 31, 1975, the District Court nizes that these provisions are contro-
Issued an Order permanently enjoining versial and could, if implemented, pose
the Commissioner from issuing the regu- problems for, respectively, associations
lations "without complying, as a condi- desiring to participate in agency pro-
tion precedent, with the requirements of ceedings and individuals Invited to serve
section 553 of the Administrative Proce- as liaison members of advisory commit-
dure Act, 5 U.S.C. 553." American College tees. Their retention in the proposed
of Neuropsychopharmacology v. Wein- regulations does not reflect a commit-
berger, et al., Civil Action No. 75-1187. ment to adopt them in final form. The
Accordingly, in a notice published in the Commissioner desires to receive addi-
FEDERAL REGISTER of August 4, 1975 (40 tional comment on both provisions, and
FR 32750), the Commissioner stayed the particularly encourages the submission
effectiveness of the regulations until fur- of other-possible regulations that would
ther notice. Pursuant to the Court's Or- address the problems that those pro-
der, the Commissioner had the Court's visions attempt to solve.
Findings of Fact, Conclusions of Law, To avoid controversy about the man-
and Order published in the FEDERAL REG- ner in which this rule making is con-

ISTER of August 6, 1975 (40 FR 33063). ducted, the Commisioner has concluded
The Commissioner is of the opinion that the contents of the May 27th no-

that the Court's action is in error. The tice of rule making should be repub-
legal basis and justification for issuing lished, including the.bulk of. the pream-
the rules governing Food and Drug Ad- ble. The introductory statement and the

discussion under the heading "Effective
Date" In the preamble are omitted to
prevent confusion, Other references In
the preamble that were originally
phrased to Indicate action already taken
have been changed to refer to action
proposed. The paragraph describing the
nature of the action announced in the
document and the authority under
which It is taken has been modified to
reflect that the rules that follow are
proposed and not final. The final para-
graph of the May 27th regulation, re-
lating to the effective date, Is omitted.

Several minor changes are also Incor-
porated in this republished document to
correct typographical errors, inadvertent
omissions, and incorrect cross-references,

The Commissioner has concluded that
30 days should be allowed for public com-
ment on these proposed regulations,
Their full text has been publicly available
in the FEDERAL REGISTER since May, 27,
1975. It Is widely known that individuals
and groups concerned with Food and
Drug Administration activities have been
actively preparing written comments for
submission by August 27, the last day of
the extended comment period. Any Inter-
ested individuals or groups that did not
originally plan to submit comments must
necessarily have been acquainting them-
selves with the regulations during the
more than 2 months since their initial
publication in order to be In a position
to comply with, or take advantage of,
the regulations -as of the original effec-
tive date of July 28. Any such Individuals
and groups will have 30 additional days
In which to record and submit any com-
ments on the proposed regulation whicl
they may now wish to make. Comments
submitted In response to the Invitation
of May 27 will be deemed comments on
this proposal, and need not be submitted,

When Issued as a final rule, the pro-
posed regulations will have an effective
date of 30 days after publication in the
FEDERAL REGISTER. Although the regula-
tions are proposed in a single, compre-
hensive document, the Commissioner

•may issue them as final regulations either
as one document or as several documents
published at different times. The latter
course will permit regulations about
which there is little -controversy, or that
are essential to the efficient functionind
of the agency, to be put Into effect with-
out unnecessary delay.

This notice proposes administrative
.practices and procedures governing ac-
tivities of the Food and Drug Adminis-
tration. It includes the procedures under
which citizen petitions would be sub-
mitted to and considered by the agency,
the justification for and conduct of for-
mal evidentiary public hearings, public
hearings before a Public Board' of In-
quiry, public hearings before a public
advisory committee, public hearings be-
fore the Commissioner, regulatory hear-
ings before the Food and Drug Adminis-
tration, and standards of conduct and
conflicts of interest. It would amend ex-
isting agency regulations to conform
them to the proposed regulations govern-
ing practices and procedures.

The present administrative practices
and procedures of the Food and Drug
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Administration are largely uncodifled
and, to the extent that they are included
in existing regulations, are spread
throughout numerous sections in the
Code of Federal Regulations and In
agency manuals. Many' of these prac-
tices and procedures have been developed
over the years on an ad hoc basis, to
meet immediate needs, without sys-
tematically integrating them into the
agency's overall practices and proce-
dures. Many of the agency's practices
and procedures have not been written

,down in any manual or regulation. Ac-
cordingly, the Commissioner of Food and
Drugs has concluded that a thorough
review of agency practices and proce-
dures should be undertaken, and that
comprehensive regulations should be
adopted to codify existing reguirements,
establish new recjuirements where none
currently exist, and conform present reg-
ulations so that practices and procedures
will be applied consistently throughout
the agency. This notice of proposed rule
making reflects the continuing efforts of
the Food and Drug Administration on
this project for more than a year.

The Commissioner notes that this no-
tice proposes regulations dealing with
administrative practices and procedures
exclusive of regulatory enforcement ac-
tivities. The Food and Drug Administra-
tion is presently at work codifying the
agency's enforcement practices and pro-
cedures, which will include regulations
relating to imports, criminal prosecution
(including both the use of citations un-
der section 305 and the criteria for rec-
ommending criminal prosecution), recall
and detention of products, publicity, reg-
ulatory letters, and related matters.
These regulations will be published in
the FEDERAL REGISTER in the future.

ADMINISTRATIVE PRACTICES AND
PROCEDURES (PART 2)

The Commissioner has concluded that
Part 2 of Title 21 of the Code of Federal
Regulations should be set aside to con-
tain all regulations governing Food and
Drug Administration administrative
practices and procedures. Accordingly,

-under this proposal, the exisjing pro-
visions in Subparts H and M of Part 2,
relating to delegations of authority and
organization of the Food and Drug Ad-
ministration, would be transferred to a
new Part 5. The provisions relating to
formal evidentiary public hearings in
present Subpart F of Part 2 are sub-
stantially out of date, and would be re-
voked and superseded by the new regu-
lations in Subpart B of Part 2.

GENERAL (SUBPART A)
Subpart A of proposed Part 2 would

encompass all of the general provisions
relating to the agency's practices and
procedures. The Commissioner antici-
pates that, as additional agency policy
is established with regard to general
practices and procedures, it would be
added, in the form of new sections in
this subpart.

SCOPE (§ 2.1)

Subpart A of proposed Part 2 deals
with a number of provisions that have
general applicability throughout tha
agency. It contains, for example, uni-
form requirements with respect to all in-
formation filed with the Hearing Clerk,
and a standard form for petitions to be
filed with the Hearing Clerk, The Com-
missioner recognizes, however, that
specific provisions in other subparts of
Part 2, or in other sections of Title 21 of
the Code of Federal Regulations, state
different requirements applicable to a
particular matter. Thus, the form for a
new drug application (NDA) in
§ 314.1 (c) (2) would of course remain ap-
plicable, as would all of the other specific
forms and formats specified throughout
present agency regulations. NDA's would
continue to be submitted to the Bureau
of Drugs as provided in § 314.1(c), a food
additive petition would continue to be
submitted to the Bureau of Foods as
provided in § 121.51(c), and other forms
would be submitted as provided in cur-
rent agency regulations. In summary, all
Information submitted to the Hearing
Clerk would have to comply with the re-
quirements specified in new § 2.5, ex-
cept to the extent that other specific
sections in existing regulations contained
different requirements that are incon-
sistent with the provisions of new § 2.5.
Thus, new general requirements would be
established that would apply consistently
and uniformly throughout the agency,
except to the extent that they are ex-
plicitly overridden by specific provisions
in other sections.

DEFINITIONS (§ 2.3)

Proposed § 2.3 contains uniform deft-
nitions for use throughout all of Part 2.
Some of the more important definitions
are as follows:

The proposed definitions clearly dis-
tinguish between a "party" to and a
"participant" in a formal evidentlary
public hearing or a Board of Inquiry. A
"party" is any person who has exercised
the right to request a hearing and as a
result of whose action a hearing has
been granted. A "participant" means any
person who wishes to participate in any-
proceeding, including the parties and
other interested persons. The bureau of
the Food and Drug Administration re-
sponsible for the matter involved Is
always a party in any hdaring.

The terms "interested person" and
"any person who will be adversely af-
fected" are defined very broadly to mean
any person who wishes to participate in
any proceeding of the Food and Drug
Administration. There is no requirement
that such person exhibit any particular
interest, or show any specific economic
or other harm or other indicia of "stand-
ing." Since Food and Drug Administra-
tion activities directly affect all members
of the public, all members of the public
who wish to participate are "interested
persons" and "adversely affected" by
definition. ThQ courts have ruled that all
citizens who wish to challenge agency
actions affecting food and drugs are

"adversely affected" and thus- *may
properly submit objections and otherwise
participate in administrative proceed-
ings where the statute requires such a
showing. See Reade v. Evwing, 205 F. 2d
630 (2d Cir. 1953).

The term "petition" is defined broadly
to include any form of formal request for
agency action, including petitions,
applications, or other similar documents.
It does not include routine corre-
spondence which does not purport to
meetthe requirements for a petition pro-
posed in § 2.6(a) of the regulations.

The proposed definitions distinguish
between a "regulation" and an "order,"
for purposes of application of the re-
quirements of the Administrative Pro-
cedure Act. Regulations are agency
rules of general or particular applicabil-
ity and future effect that are issued in
the FzDEm REGISTER and codified in the
Code of Federal Regulations. A regula-
tion may state either a legal requirement
or a recommendation of the Food and
Drug Administration. Orders mean final
agency disposition of an administrative
proceeding other than by the issuance of
a regulation, including the issuance or
revocation of product licenses.

A "meeting" is defined to include any
oral discussion, whether by telephone or
in person.

"Administrative action" ticludes every
form and kind of act, including the re-
fusal or failure to act, Involved in the
implementation of the laws administered
by the Commissioner. The referral of ap-
parent violations to United States attor-
neys for the Institution of criminal and
civil proceedings, including any enforce-
ment activity in preparation for or inci-
dental to such referral, is specifically
excluded from this definition, however,
since such enforcement action is solely
within the discretion of the Commis-
sioner and is not subJect to petitions or
other action by interested persons out-
side the agency. Thus, such compliance-
activity as factory Inspection; requests
for samples, section 305 citations, and
similar matters related to the agency's
law enforcement role are not included in
this definition.

SUMMARY OF PROCEDURES (§ 2.4)
Many interested persons have com-

plained that it is difficult to know and
understand all of the administrative pro-
cedures utilized by the Food and Drug
Administration. The Commissioner rec-
ognizes that public understanding of
agency procedures Is essential to encour-
age and facilitate public participation in
all agency activities. Accordingly, § 2.4 of
the regulations would require prepara-
tiont and broad dissemination of sum-
marles of agency procedures. perhaps in
pamphlet form, In terms that will be
readily understood and usable by the lay
public.
SUBMSSION OF DOCUZIENTS TO HEARING

cLERK; CoMPUTATION OF TI3E; AVAIL-
ABILITY FOR PUBLIC DISCLOSURE (§ 2.54)

Proposed § 2.5 contains new uniform
requirements for submission of all docu-
ments to the Hearing Clerk, except where
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other provisions in agency regulations Under some Food and Drug Adminis-
specify different requirements. traton regulations, acceptance for i-

Under proposed § 2.5, submissions Ing neans that the agency has deter-
would have to be filed in quintuplicate, mined that a petition contains reason-
except for comments filed by Individuals, able grounds for the action requested and
and would have to include all data and that the action requested is in accord-
information referred to or in any way re- ance with the law. In view of the fact
lied upon unless the material has been that the Hearing Clerk Is not in a posi-
previously submitted as part of the ad- tion to make these determinations, the
ministrative file In the same proceeding, proposed regulations would explicitly
e.g., a petition for reconsideration may provide that acceptance for filing of any
refer to ,the previously established ad- document by the Hearing Clerk does not
ministrative record without reproduc- mean or imply anything with respect to
Ing any portion of it. All such documents the merits of the request.
would be considered as submitted on the Because the office of the Hearing
date on which they are postmarked or Clerk is located in Rockville, MD, it Is
delivered in person during regular busi- soffietimes inconvenient to deliver a sub-
ness hours, unless an applicable regula- mission which is required to be received
tion or FEDERAL REGISTER notice specifies by the Hearing Clerk on a specific date.
otherwise. Actual copies of all documents Accordingly, any document delivered to
to. which reference is made are needed Rm. 6819 of the Food and Drug Admin-
because of the Commlssioner's- experi- istration downtown headqtarters build-
ence that they are frequenty hard to Ing at 200 C Street, SW., Washington,
locate. Documents in a foreign language DC, would be considered as having been
would have to be translated to avoid sub- received by thfe Hearing Clerk on the date
stantial agency resources being devoted on which it is logged In at that office.
to such translation and delay necessl- The Commissioner emphasizes that this
tated by obtaining translation. provision would apply only to documents

Submission would have to be signed by. that are required to be received by the
the person making the submission or by Hearing Clerk by a specific' date, and not
an attorney or other authorized repre- to documents that are required to be
sentative. An attorney or other author- mailed to the Hearing Clerk by a specific
ized representative could, of course, sub- date.
mit comments or other documents in his All submissions to the Hearing Clerk
own name, without revealing that he is constitute a representation that, to the
acting on behalf of a client. If a submls- knowledge and belief of the 'person mak-
sion revealed that an attorney or repre- ing the submission, the statements made
sentative were not acting on his own be- are true and acmnate. The False Re-
half, there would have to be documenta- ports to the Government Act, 18 U.S.C.
ton verifying'his authority to act in a 1001, provides that a willfully false state-
representative capacity. ment in any submission of this type is

The Commissioner advises that the a felony. All submissions would be re-
Food and Drug Administration -will re- quired to be signed by the person making
quire rigid adherence to these proposed the submission, and that individual
requirements. Failure to comply with the would therefore be subject ta this provi-
requirements of § 2.5, or any other ap- sion of the law.
plicable requirements for format and Proposed § 2.5 (j) governs the avail-
content in these proposed: regulations, ability for public examination and copy-
e.g, a 2.112 relating to objections and re- ing of all submissions to the Hearing
quests for hearing, would result in reJec- Clerk. Thus, it would apply to such-mat-
tion of the submission for filing r, if ters as petitions and comments on peti-
it has been filed, in exclusion from con- tions, and also to all evidence and plead-
sideration of any portion of the submis- ings submitted to the Hearing Clerk in
slon which fails to comply. The courts the course of a formal evidentiary public
have held that administrative agencies hearing pursuant to Subpart B of Part
may properly reject a filing when it is 2, a public hearing before a Public Board
deficient in form. See, e.g., Municipal of Inquiry pursuant to Subpart C, a pub-
Light Boards v. Federal Power Comm'n, lic hearing before the Commissioner pur-
450 F. 2d 1341, 1345-1346 (D.C. Cir. 1971), suant to Subpart E, or any alternative
cert. denied, 405 U.S. 989 (1972). form of public hearing used, pursuant to

The Commissioner recognizes that it § 2.117 in lieu of a formal evidentiary
will be difficult for the Hearing Clerk to public hearing. It would not apply to a
determine compliance by the hundreds public hearing before a public advisory
of thousands of submissions made year- committee pursuant to Subpart D except
ly to the Food and Drug Administration when it is being used pursuant to § 2.117
with all of the technical requirements. of or to a regulatory hearing before the
these iproposed regulations. The appro- Food and Drug Administration pursuant
priate bureau, the Chief Counsel, and the to Subpart F, however, because those
Associate Commissioner for Compliance -two subparts would not provide for sub-
could be called upon by the Hearing mission of material to the Hearing Clerk.
Clerk to advise as to whether a particular , Accordingly, separate provisions in
submission should be filed. It is antict- §§ 2.316 and 2.514 would govern examina-
pated that some submissions which did tion of the' admnistrative record of a
not comply might erroneously be filed, public hearing before a public advisory
Accordingly, the proposed 'regulations committee and a regulatory hearing be-
provide that acceptance for filing does for the- Food and Drug Administration.
not mean, or- imply that a document in Proposed § 2.5() would divide submis-
fact meets all applidable requirements of sions. to the Hearing Clerk into three
the regulations, categories: those that may be seen and-

copied by the public, those that may be
seen but not copied by the public, and
those that may be neither seen nor copied
by the public.

The C6mmisloner concludes that all
petitions and comments thereon sub-
mitted to the Hearing Clerk should be
available for public review and copying.
These involve public procedures, and any
action to be taken must be Ju.tified by
the Commissioner to the public. For ex-
ample, the Commissioner must publicly
-explain his action in accepting or reject-
ing any comment on a proposed regula-
tion. Accordingly, under the proposed
regulations, material which any person
did not wish to become available to the
public should not be submitted to the
Hearing Clerk with a petition or com-
ment. Of course, since NDA's, NADA's,
and applications for'blologics licensea are
submitted directly to the bureaus and nob
to the Hearing Clerk, their availabtllty
for public disclosure would be governed
by the provisions on public information
irr-Part 4 and the regulations referenced
therein, and not by the provisions of
§ 2.5(j). ,

The Commissioner is of the opinion
that the type of Issue which Is likely to
be considered at a public hearing before
the Commissioner pursuant to Subparb E
of Part 2 would be very shnl ar to thO
type of Issue likely to be con idered In
petitions and comments. Such a hcqing
would Involve policy issues, not technical
issues of the kind that will require sub-
mission and detailed conmideration. of
trade secret material. For example, any
valuable safety and effectivenes, data
relevant to such a hearing could be dis-
cussed in suniiary form without submit-
ting the 4ull reports in a way that would
destroy their commercial value. Accord-
ingly, all material submitted by any per-
son at a public hearing before the Com-
missioner pursuant to Subpart E would
also be fully available to the public.

The only exception to this would be
when a public hearing before the Com-
missioner were being used pursuant to
§ 2.117 in lieu of a formal evidentlary
public hearing. In that situation the
same rules on examination and copying
of the administrative record would apply
as would pply If ,it were held pursuant
to Subpart B, I.e., § 2.5(j) (2) and (3)
would be applicable. The Commissioner
concludes that the same disclosure rules
should apply to all alternative forms of
public hearing used under § 2.117.

Objections and requests for hearing
filed pursuant to Subpart B, and material
submitted at either a formal evidentiary
public hearing or a public hearing before
a Public Board of Inquiry, would also be
fully available to the public except to the
extent prohibited by the provisions In
§ 2.5(j) (2) and (3), discussed below,

-which limit public access to particular
types of material. The Commissioner Is of
the opinion that public proceedings of
any type should be held on the basis of
publicly available data and information
wherever possible. Unless this i. true,
participants in the proceeding may not
be in a position to review and evaluate
all relevant Information, and thus to par-
ticipate in such proceedings in a mean-
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ingful way. Accordingly, the Commis-
sioner proposes that all data and infor-
mation submitted to the Hearing Clerk
relating to such prbceedings should be
available for examination and copying
by the public, with only very limited
exceptions.

The exceptions to the general rule for
public disclosure of material submitted to
the Hearing Clerk are proposed in § 2.5
(j) (2) and (3), and relate solely to data
and information which constitute trade
secrets or which represent a clearly un-
warranted invasion of personal privacy.

With respect to data and information
involving personal privacy, the Commis-
sioner has previously stated in paragraph
127 of the preamble to the public infor-
mation regulations promulgated in the
FEDERAL REGIs TER of December 24, 1974
(39 FR 44602) that the right to privacy
Is a fundamental principle of law and.
ethics. Accordingly, §§ 4.63 and 4.82
would prohibit discretionary release of
any information that falls within the

-personal privacy exemption to the Free-
dom of Information Act. That policy is
fully reflected in § 2.5 (j) (3), which would
similarly prohibit public disclosure of
material submitted to the Hearing Clerk
which contains data and information of
a privacy nature, e.g., names of medical
patients. The Commissioner anticipates
that the prohibition against ubmission
of such material to the Hearing Clerk in
§ 2.5 (c) (4) would prevent its submission.
If it is submitted and filed, however, it
would not be available for public disclo-
sur4.

With respect to data and information
which constitute trade secrets and con-
fidential commercial or financial infor-
mation, the agency's public information
regulations published on December 24,
1974 reflect detailed consideration of the
application of the provisions of 21 U.S.C.
331 (j) and 18 U.S.C. 1905, which need not
be repeated here. Those regulations
clearly distinguish between material
' which provides a competitive advantage
because it is needed for submission to the
Food and Drug Administration by each
person who wishes to obtain approval for
marketing of a particular product (safety
and effectiveness data) and material
which, if known to any competitor,
could be put to use directly by that com-
petitor in his business activity (manu-
facturing and quality control procedures,
production and sales data, quantitative
and semiquantitative formulas, and de-
sign and construction information). The
former have an indirect competitive
effect, and the latter have a direct com-
petitive effect. Accordingly, slightly dif-
ferent rules were adopted in the provi-
sions of Part 4 and the regulations refer-
enced therein with respect to these two
different categories of material

The Commissioner is of the opinion
that the same distinction should be re-
flected in the provisions of proposed
§ 2.5(j) (2) and (3) with respect to public
disclosure of material filed with the
Hearing Clerk. Data and information
relating to safety and effectiveness,
which of course necessarily reveal the
protocols involved, would be placed on

pdblio display in the office of the Hear-
ing Clerk but would not be available for
copying. In contrast, data and informa-
tion relating to such trade secrets as
manufacturing processes and quantita-
tive formulas would not be available
either for examination or for copying by
the public. Of course, any data and in-
formation which are available for public
disclosure pursuant to Part 4 and the
regulations referenced therein would be
available for public examination and
copying pursuant to proposed § 2.5(j) (1)
and would not be subject to the limita-
tions set out in proposed § 2.5(j) (2) or
(3).

Thus, the provisions in proposed § 2.5
(j) (2) relating to limited availability of
safety and effectiveness information
would apply only to new drugs and new
animal drugs. Safety and effectiveness
data relating to food additives, antibio-
tics, and biologics would be available for
public disclosure pursuant to the public
information regulations promulgated on
December 24, 1974.

In accordance with the provisions of
Part 4 and the regulations referenced
therein, a summary of secret safety and
effectiveness data is itself notsecret, be-
cause no NDA or NADA can properly be
approved on the basis of such a sum-
mary. Moreover, the public information
regulations promulgated on December
24, 1974, provide that the Food and Drug
Administration will release, for every
NDA or NADA, a summary of the safety
and effectiveness data on the basis of
which the approval was made. Accord-
ingly, any hearing which concerns the
safety or effectiveness of a new drug or
new animal drug would permit full public
participation, since any participant
would be able to obtain a copy of the
summary of all of the relevant data and.
information and would then be able to
check that summary against the full re-
ports of the data'and information con-
tained In the oMce of the Hearing Clerk.

At the same time, providing the full
reports only in the office of the Hearing
Clerk, and prohibiting their copying or,
if they should be copied, subsequent sub-
mission to the Food and Drug Adminis-
tration in support of any petition or ap-
plication, would protect their commercial
value to the maximum extent that is
consistent with a public hearing. The
Commissioner notes that the trade secret
status of this type of data and informa-
tion consists not In actual knowledge of
the content of the reports, but in their
availability for submission to the agency
to support an NDA or NADA. By pre-
cluding such submission, the commercial

•value of this material would be preserved.
The Commissioner Is unaware of any

formal evidentlary public hearing on an
NDA or HADA conducted by the Food
and Drug Administration since 1938 in
which manufacturing processes and Am-
ilar information were relevant. All such
hearings have related to issues of safety
and effectiveness. Under the provisions
of proposed Subpart B, only the relevant
portions of the NDA or NADA would be
submitted to the Hearing Clerk. and the
Irrelevant portions would not become a

part of the administrative recori..Ac-
cordingly, It Is highly probable that, in
practice, all participants in virtually all
future hearings would have access to all
of the data and information needed for
meaningful participation. It would only
be the rare instance where, in order to
protect valid trade secrets, relevant in-
formation could not be made available
to all participants.

In order to reduce the possibility of
damage to commercial Interests, proposed
§ 2.5(j) (2) provides that safety and ef-
fectiveness data and information which
constitute trade secrets would be avail-
able for public examination only as long
as is necessary for participation in a
hearing and any subsequent Judicial
review.

The Commissioner notes that the pro-
visions of proposed § 2.5(j) (2) represent
a compromise between the need for pub-
lic availability of information relevant to
a public hearing, and the need for pro-
tection of trade secrets. Greater access
to the data and information involved
would be provided than Is the situation
where no public hearing is held, but less
access would be provided than for data
and information which do not constitute
trade secrets. The Commissioner con-
cludes that this resolution of the matter
Is consistent with applicable statutes and
Is in the public interest.

The Commissioner realizes that, in
some instances, It would be a hardship
to requlre that a participant in a pro-
cecding, who Is located elsewhere in the
country, come to the Hearing Clerk's
office in-Rockville, MD, to review data
and Information that are available for
examination in the Hearing Clerk's of-
ficebut notfor copying. Where this would
occur, the Commissioner would entertain
a petition requesting that the data and
information involved be sent to the near-
est Food and Drug Administration Dis-
trict OffIce, where they might be exam-
ned by the participant.

The Commissioner emphasizes thatthe
provisions in proposed § 2.5(Q) will be
strictly followed. If a person submitted
comments on a regulation and marked
some of the attachments as "confiden-
tial," those attachments would be placed
on public display in accordance with the
provisions of proposed §§ 2.5(j) (1) and
4.27 without consultation with the person
who submitted the information.

n some proceedings, the proposed reg-
ulations would require the Food and Drug
Administration to file the prior adminis-
trative record, which would include the
relevant portions of an NDA or NADA.
In performIng this function, the Food
and Drug Administration could either re-
quest that the holder of the NDA or
NADA review and make an initial desig-
nation of those portions for which full
public access is not warranted, pursuant
to proposed § 2.50) (2) or (3), after
which the agency could make its final
determinatioA on the matter; or the
agency could Itself make a determination
and then consult with the holder of the
NDA or NADA on any close questions
pursuant to the provisions of § 4.45.
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INiTTATION OF- ADKMSTRATIVE
PROCEEDnMs (f 2.6)

Proposed 2.4 would recognize that an
administrative proceeding may be Ini-
tiated in, any of three ways: On the
initiative of an interested person outside
the, agency, on the agency's initiative, off
at the request of a court.

The Supreme Court has held, in, the
four-decisions it handed down on June 18,
1973, relating to the agency's regula-
tion of new drugs, that the Food and
Drug Administration has primary juris-
diction to make the'initial adminis-
trative determination on issues within
its statutory mandate: "A decision that
FDA lacks authority to determine in its
own proceedings the coverage of the Act
it administers, subject of course to, judi-
cial review, would seriously impair 'FDA's
ability to discharge the responsibility
placed on it by Congress." Ciba'Corp. v.
Weinberger, 412 U.S. 640, 643 (1973). Ac-
cordingly, proposed § 2.6(b) would pro.
vide that the agency will request a court
to dismiss, or to hold in abeyance-its
determination of, or to refer to the
agency for administrative determina-
tion, any issue within the agency's jur-
isdiction which has not previously been
determined by the agency or which, if it
has previously been so determined, the
agency coilcludes should be reconsidered
and subject to a new administrative de-
termination.

CIETZE PE 01T (C§ 2.7)

The Administrative Procedure Act, 5
U.S.C. 553 (d), provides that every agency
shall accord any interested person the
Tight to petition for the issuance, amend-
ment, -or repeal of a- rule. Even. more
fundamental, the First Amendment to
the Constitution explicitly recognizes the,
right of the people to petition the gov-
ernment for a redress of. grievances. Ac-
cordingly, proposed § 2.7 provides that
any person may submit to the agency a
citizen petition requesting the Commis-
.sioner to.,issue, amend, or revoke a regu-
lation or order to take or refrain from
taking any other form of administrative
action.

Under.proposed § 2.7 the citizen peti-
tion is intended to cover every form of
agency administrative activity, includ-
ing a refusal to act. It may relate to fac--
tual, policy, or legal issues. The proposed
regulation does not set out all of the pos-
sible activities involved because it is in-
tended to be all-inclusive and any such
list would necessarily be incomplete. It
would not cover, however, referral of
matters to United States attorneys for
enforcement action in the courts and
related regulatory activity.

In the past, there has been no form or
other proccdural requirements relating
to a citizen petition. This has resulted in
confusion and uncertainty on the part of
those who wish to petition the agency
on a particular matter, as well as on the
part of those in the agency who have re-
ceived various forms of requests and
have been unable to determine how they
should be handled.

The provisions of proposed § 2,7 would
not apply to routine correspondence.

PROPOSED RULES

Where members of the public address
letters to the Food and Drug Adminis-
tration making informal requests or sug-
gestions, they would -be handled, in the
same way as other correspondencerather
than as petitions under proposed § 2.7.
For example, anyone could send a letter
to the adency suggesting particular ac-
tion which, if the agency then pursued
the matter on its own initiative, would
obviate filing a petition pursuant to, pro-
posed. E 2.7. Denial of an informal re-
quest or suggestion encompassed in rou-
tine correspondence would not be suf-
ficient, however, to constitute final
agency action and to invoke the right to
judicial reviev of administrative action
as set out in proposed § 2.11. Only those
matters specifically raised in a formal
petition submitted- pursuant to proposed
§2'.T would require a formal response
by the Commissioner which constituted
final agency action subject to such court
review.

Proposed § 2.7 would therefore in no
way impede the normal flow of Informal
and--routine correspondence by the
agency, on the basis of which most of its
daily work isaccomplished. Rather, § 2.7
would be reserved for those specific mat-
tersmwhere, perhaps after informal dis-
cussion and correspondence, a member of
the public concludes that a formal pro-
ceeding should -be initiated to resolve
a particular matter. Thus, the agency
would easily be able to ,distinguish be-
tween informal discussion and formal
petitions in a way that has not previously
been possible.

The petition would have to include the
action requested, a statement of grounds,
and the environmental impact, If any,
of the action requested. In addition to
including all data, information, and
views on which the petition relies, it
would also have to. include representa-
tive data and information known to the
petitioner that arp unfavorable to the
petition. The Commissioner has found,
in reviewing petitions submitted in the
past, that adverse or unfavorable infor-
maton is omitted and ignored, thus re-
sulting in a very unbalanced and mis-
leading presentation. It is for this rea-
son, that, in recent regulations, the Com-
missioner has required submission of rep-
resentative unfavorable information in
order to provide a more balanced and
reasonable-presentation, e.g., § 328.30(c)
18 relating to submission of data and In-
formation on in vitro diagnostic products
in connection with the development of a
standard. Without such a requirement, a
person submitting a. petition could pre-
sent only one side of the story and thus
mislead both the Food and Drug Admin-
istration and the public as to the true
situation. This provision would prevent,
for example, a manufacturer from sub-
mitting only data showing the safety
and .utility of an ingredient or product,
or a. consumer advocate from submitting
data showing only the hazards from an
ingredient or product. In both instances,
a balanced presentation, showing repre-
sentative data on. both sides of an issue,
would be required. The failure to include
such data and information would con-

stitute a violation of the False Reports
to the Government Act, 18 U.S.C. 1001,

Any petition which appears to meet
the requirement, set out In this proposed
regulation would be filed by the Hearing
Clerk and handled in accordance with
the provisions of this regulation. A dock-
et number would be assigned to, each pe-
tition (or to related petitions), which
would be used to identify the adrinis-
trative file established by the Hearing
Clerk for all submissions relating to that
petition.

The Commissioner on occasion re-
ceives petitions on which others wish to
comment before the Commissioner takes
action. The proposed regulation would
provide that such comment may bd sub-
mitted to the Hearing Clerk and would
be included as part of the administrative
file.

The Commissioner would review and
rule upon every petition as soon as possi-
ble, taking into consideration the agency
resources, the priority assigned to the
matter, and time requirements estab-
lished by statute. Perhaps the greatest
problem facing the Food and Drug Ad-
ministration today Is the scarcity of re-
sources to deal with petitions and other
similar requests. Quite frequently, a lack
of resources, and the high pridrity nec-
essarily given to health-related matters,
requires that Important but lower prior-
ity matters be deferred for a substantial
period of time. It Is evident that not all
petitions can be handled in a short pe-
riod of time, simply because of the lack
of resources available. Thus the Com'
missioner anticipates that, In a signifi-
cant number of instances, petitions with
a relatively low priority would not be
acted upon promptly.

An apparent delay in responding to a
petition might also result from the fact
that the agency- Is in the process of tak-
ing action of the type sought In the pti-
tion, but has hot reached the point of
implementation. To grant the relief
sought in the petition in such Instances
would be premature; to deny the peti-
tion would constitute final administra-!
tive action possibly triggering the, unnec-
essary initiation of judicial review by
the petitioner. A delay in ruling on the
Petition would be prudent in such in- '
-stances.

A determination with respect to tho
priority to be assigned to any particular
petition or other matter must of neces.
sity be within the discretion of the Com-
missioner, who is charged with the re-
sponsibility for implementing all provi-
sions of the, laws subject to his Jurlsdlc-
tion.

A petitioner could supplement or'
amend his petition at any time, and
could withdrav It without agencr ap-,
proval at any time before thb Conmis-
,loner rules on It.

The decision of the Commissioner on a
Petition would have to be In wrlting and
would have to be sent to the petitioner as
well. as placed in the public administra-
tive filein the office of the Hearing Clerk.,
The Commissioner has inherent discre-
tionary power to set any reasonable ef-
fective date relating to, any decision re-i
sulting from a citizen petition.
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In reviewing the matter and making
his decision, the Commissioner could, in
his discretion, utilize any of a wide va-
riety of optional procedures specified in
the proposed regulation.

The record of the administrative pro-
ceeding would be specified in proposed
§ 2.7(i). Under proposed § 2.7(j), that
administrative record would constitute
the exclusive basis for the Commission-
er's decision. Accordingly, any subse-
quent judicial review would be based
solely upon that administrative record
and the Commissioner's decision. If the
Commissioner or any interested person
wished to rely upon other data or infor-
mationmot included in the administra-
tive record, the new information would
have to be submitted with a new peti-
ti6n seeking to modify the decision.

The Hearing Clerk would be required
to maintain a chronological list of all
petitions filed pursuant to this section.
including all requests for advisory opin-
ions pursuant to proposed § 2.19, show-
ing the docket number, the date of filing,
the name of the petitioner, and the sub-
ject matter involved. This list would ex-
clude petitions submitted elsewhere in
the agency pursuant to proposed § 2.6(a)
(1). Those other petitions-would be listed
in the'list of regulations prepared pur-
suant to proposed § 2.10(1) or in other
lists, e.g., the list of approved NDA's
available pursuant to § 4.117(a) (1) of
the newly-promulgated public informa-
tion regulations published In the FEDERAL
REGISTER of December 24, 1974 (39 FR
44602).

ADINTISTRATIVE RECONSIDERATION OF
ACTION (§ 2.8)

Proposed § 2.8(a) would recognize the
inherent right of any administrative offi-
cial to reopen and reconsider any matter,
at any time, on his own initiative or on
the petition of any interested person, for
any reason whatever. This princllle has
long been recognized by the courts. See,'
e.g., United States v. Pierce Auto Freight
Lines, Inc., 327 U.S. 515, 534-535 (1946) ;
Interstate Commerce Comm'n. v. Jersey
City, 322 U.S. 503, 517-518 (1944); Amer-
ican Chain & Cable Co. v. F.T.C., 142 F.
2d 909, 911 (4th Cir. 1944); and CIa
Mexicana De Gas v. Federal Power
Comm'n, 167 F. 2d 804, 806-807 (5th Cr.
1948).

Proposed § 2.8(b) contains a specific-
form for use by any interested person
who wishes to request reconsideration by
the Commissioner of any part or all of a
decision rendered on, the basis of a peti-
tion submitted pursuant to proposed § 2.6
(a), ie., either in the form specified in
proposed § 2.7(b) or ina formspecified in
any other applicable section in Food and
Drug Administration regulations. A peti-
tion for reconsideration would be limited
to the administrative record on which
the Commissi-oner made his decision, and
would have to be filed within 30 days
after the date of the decision involved
and before legal action is brou-ght in the'
courts to review such action. A petition
for reconsideration submitted later than
30 days after the date of decision would

have to be denied as untimely. The Com-
missioner proposes that a strict time
limit of 30 days should be established for
such a petition. as well as for a petition
for an administrative stay of action pur-
suant to proposed § 2.9, In order to make
certain that such matters are settled
promptly. Although filing such petitions
would not operate to delay any adminis-
trative action, the uncertainty that would
be generated by permitting such petitions
at any point in time would undermine
effective implementation of the act.

A petition for reconsideration would be
limited to those situations involving re-
consideration of a matter arising out of
a petition submitted pursuant to pro-
posed § 2.6(a). The Commissioner Is of
the opinion that, although he could, and
in many instances would, reconsider
other matters on his own initiative or at
the request of an interested person, a
formal petition for reconsideration
should be limited to those situations in
which a well-defined administrative rec-
ord delineates the data and information
on which a decision is reached, and where
the decision is in writing. In the future,
this would cover all matters where inter-
ested persons have formally requested
action of the Commissoner, since all
such formal requests would have to be the
subject of a petition filed pursuant to
§ 2.6(a). Formal reconsideration of any
other action would have to be initiated
In the form of a petition pursuant to § 2.7,
so that an appropriate administrative
record could be delineated and consid-
ered. This procedure would be utilized,
for example,-where the Commissioner
took action on his own Initiative rather
than pursuant to a petition, and thus the
formal administrative record of the type
specified in proposed § 2.7 could not yet
be designated and ready for reconsidera-
tion..

The Commissioner has broad discre-
tion In determining whether he should
reconsider a matter as a result of a peti-
tion for reconsideration. If he concluded
that a matter should be reconsidered, he
would be required promptly to review the
merits of the matter and reaffim, mod-
ify, or overrule his prior decision. His
decision on reconsideration, like his ini-
tial decision, would be made In writing,
sent to the petitione, and filed with the
Hearing Clerk. In the event that recon-
sideration is undertaken, all pertinent
records would become part of the admin-
istrative record of the proceeding.

ADMINISTRATIvE STAY OF ACTION' (§ 2.9)

As proposed, § 2.9(a) would recognize
the inherent authority of an administra-
tive official to set and tostay or postpone
the effective date of any administrative
action on his own initiative, or on the
petition of any interested person, for
good cause. See, e.g., 5 U.S.C. 705 and
N.L.R.B. v. Pool 1fMg. Co., 339 U.S. 557,
580-582 (1950); A1oog Industries, Inc. v.
Federal Trade Common., 355 U.S. 411
(1948); Niagara, Mohawk Power Corp. Vr.
Federal Power Comm'n., 379 F.2d 153,
159-159 (D.C. Cir. 1967); 1 Davis, Ad-
instrative Law Treatise § 6.07 (1958

ed.).

In contrast to the provisions govern-
ing reconsideration of action, which
would be limited to matters arising from
petitions submitted pursuant to f 2.6(a),
proposed § 2.9(b) would provide that a-n
administrative stay of action may be re-
quested with respect to any decision of
the Commissioner. Such request for stay
would have to be in the form specified
In the regulations, and be submitted
within 30 days after the date of the deci-
sion involved. For any decision published
in the FEDERAL Rourz, the date of de-
cision would be the date of such publica-
tion. A request for postponement or ex-
tension of the effective date of any regu-
lation would have to be made by submit-
ting a petition for a stay pursuant to
this regulation. The record of the ad-
ministrative proceeding with respect to
any requested stay would become part of
the total administrative proceeding re-
lating to that matter.

For the same reasons that court en-
forcement action would be excluded
from the definition of administrative ac-
tion and thus could not be the proper
subject of a petition, It also could not be
a proper -subject of a petition for an ad-
ministrative stay of action.

The proposed regulations would point
out that the mere filing of a petition for
a stay of action pursuant to this section
would not, in itself, operate to stay- or
otherwise delay any administrative ac-
tion by the Commissioner, including en-
forcement action of any kind, unless the
Commissioner, in his discretion, deter-
mined that a stay or delay Is In the public
interest, or a statutory provision required
a stay, or a court ordered a stay. Simi-
larly, other procedural actions taken by
an interested person in accordance with
the proposed regulations, e.g, the filing
of a petition or a request for advisory
opinion or any other related action.
would not stay or delay any admnisftra-
tive action to which it may relate. The
Commissioner is charged with eniforce-
ment of important regulatory statutes
vitally affecting the public health, and a
determination as to when enforcement or
other administrative action Is appropri-
ate must be subject to his discretionary
determination, subject of course to jud!-
clalreview.

The Commissioner could grant a stay
or an extension of time for as short or
as long a period of time asis justifleffun-
der the circumstances. Such a stay could
be for a specific time period, which can
later be extended, or for an indefinite
time period.

The Commissroner advises that adop-
tion of a regulation itself would con-
stitute a finding by the Commissioner
that the regulation is In the public inter-
est, and requires a substantial showing
to Justifyastay
PROMMOUATO OF R A- lO.s ron rM

xrzcrMr EZ*ORacM=ET or = LAW
(1 2.10)

The Commissioner's general authority
under section.701(a) oftheFederal Food,
Drug, and Cosmetic Act to promulgate
regulations for the efficient enforcement
of the act permits the establishment of
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any regulations which are "reasonably without an extremely persuasive showing
related to the purposes of the enabling- of good cause. Extensions of time to com-
legislation." See Mourning v. Family ment would not routinely or ordinarily
Publications Services, Inc., 411 U.S. 356, be granted.
369 (1973), and Thorpe v. Housing Au- Two types of time extension could be
thority of the City of Durham, 393 U.S. utilized, where justified. First, a short pe-
268, 280-281 (1969). All such regulations riod of time, of less than 30 days, could
are subject to the procedural require- be granted to one or more persons by
ments and exemptions for informal rule letter or memorandum fled with the
making set out in the Administrative Hearing Clerk without the necessity of a
Procedure Act, 5 U.S.C. 553. published notice in the FEDERAL REGISTER.

In addition to the general rule mak-- Second,' any extension of time for com-
ing authority under section 701(a) of ment of 30 days or longer would have to
the act, section 701(e) and certain other be the subject of a notice published in
sections of the act specify particular the FEDERAL REGISTER and would be ap-
provisions of the law with respect to plicable to all interested pe]Zsons.
which Congress concluded that more de- Ordinarily, in accordance with pro-
tailed and formal procedural require- posed § 2.5, all comments would have to.
ments should be established. Those par- be submitted t6 the Hearing Clerk in
ticular provisions, which are specified quintuplicate. The Commissioner recog-
in proposed § 2.12(c) (1) through (15), nizes, however, that this would be a bur-
require rule making "on a record" and den upon individualmembers of the pub-
thus are subject to a formal evidentiary lic who usually submit comments by
public hearing pursuant to the require- letter, without enclosing any copies. Ac-
ments of 5 U.S.C.-556 and 557, as spelled cordingly, individuals would have to sub-
out in the provisions contained in Sub- mit only one copy of their comments.
part B of Part 2 of the proposed regula- Any interested person could of course
tions. As proposed, the provisions of petitioh for the establishment of a regu-
§ 2.10 would therefore apply only to regu- lation in accordance with proposed § 2.6
lations not subject to the provisions of (a). In the past, there have been no ex-
§ 2.12 except insofar as § 2.12 and Sub- plicit criteria for determining when the
part B Incorporate by reference some of Commissioner will issue a proposal to be
the general requirements of § 2.10. published in the FEDERAL REGISTER on the

Proposed § 2.10(b) spells out the proce- petition of an interested person. The pro-
dure for the promulgation of regulations posed regulation spells out the criteria
to Implement the laws administered by for making this discretionary determina-
the Commissioner.- tion.

Each notice of proposed rule making The Commissioner could, in his discre-
would have to contain in the first or sec- tion, issue for publication two or more
ond paragraph a general statement de- alternative proposals on the same subject
scribing the substance of the document to obtain comment on the different alter-
in broad and simple terms, similar to the natives. Where the Commissioner did not
first paragraph of this notice proposing have sufficient information to make a
these new regulations. The Commissioner determination whether a proposal should
has received numerous requests that the be published, he could instead issue a
agency include such a paragraph in all notice stating that the petition has been
notices so that it can be reproduced and filed and requesting additional comment
used by interested publications to de- and information to determine whether a
scribe, in terms readily understood by the proposal is justified.
public, the scope an intended impact of After the time for comment on a pro-
the proposal. posed regulation had expired, the Coin-

Each proposed regulation would also missioner would review the comments
contain a proposed effective date. Most and terminate the proceeding, issue a
proposals published in the past have not new proposal, or promulgate a final regu-
specified the proposed effective date, and lation. Once again, the time within which
thus Interested persons who have sub- this can be accomplished would be deter-
mitted comments have not had an op- mined according to -the priority of the
portunity to express their views on this matter in relation to other matters pend-
aspect of the matter. ing before the agency and the resources

Ordinarily, 60 days would be provided available to the agency for this type of
for comment on a proposal, although the work at that moment. No specific time
Commissioner could reduce or extend period could be. established with respect
this time period for good cause. Approxi- to this process because of the uncertain-
mately 3 years ago, the normal period for ties involved.
comment was extended from 30 days to The7 proposed regulations point out
60days in order to provide-sufflcient time that the Commissioner's decision must be
for comment on most proposals, and to based on the entire administrative rec-
avoid the constant requests for additional ord, and that the quality and persuasive-
time for comment that were then preva- ness of the comments, rather than the
lent. Unfortunately; the Commissioner number or length of comments, will de-
has found that many people do not take termine the Commissioner's conclusions
the stated time for comment seriously ,- on them. In the past, many persons have
and instead wait until the last minute erroneously believed that the number of
before beginning- work on their.submis- comments is in some way relevant to the
sion, with the belief that any request for Commissioner's decision. As a result, on
extension will usually be granted. In the several occasions the Commissioner has
future, therefore, the Commissioner been flooded with thouands of form let-
would deny requests for time extension ters, each making the identical point, and

often In Identical words. The Commis-
sioner advises that such repetitive com-
ments would be given no more weight
than a single comment, and indeed that
,a single well-reasoned comment, relying
upon sound data and Information, would
be given far greater weight than a largo
number of form letters which simply sup-
port or oppose a proposal in conclusory
terms.

-The Commissioner notes that agency
experience shows that most comments
fled n response to a proposal oppose the
proposal in whole or In part. Indeed, In
many instances all comments will oppose
the proposal. This Is true because per-
sons opposing a proposal are far more
likely to respond to the invitation for
comment than are persons who support
it. It is therefore apparent that the num-
ber of comments supporting or opposing
a proposal must be regarded as imma-
terial to the Commissioner's ultimate
decison.

Under the Administrative Procedure
Act, 5 U.S.C. 706, a final regulation will
be upheld by a court unless it is found,
in light of the administrative record
before the Comnissioner at the time ho
made his decision, to be arbitrary, ca-
pricious, an abuse of discretion, or other-
wise not n accordance with law,
Accordingly, the Commissioner's deter-
mination with respect to the final regu-
lation would have to rest upon all Of the
Information in the administrative record,
including both the data and Information
submitted withi the comments and the
data and information identified by the
Connissioner as relevant to the matter.
It is this administrative record, and only
this record, on which the Commissioner
would make his decision.

The Administrative Procedure Act, 5
U.S.C. 553(c), requires that the agency
incorporate in each regulation it promul-
gates "a concise general statement" of
the basis and purpose of the regulation.
The courts have held that, although the
agency is not required to develop spe-
cific and detailed findings and conclu-
sions of the kind customarily associated
with formal proceedings, it does require a
sufficiently reasoned articulation of the
'administrative decision to permit mean-
ingful judicial review. See, e.g., Federal
Trade Comm'n. v. Sperry & Hutchison
Co., 405 U.S. 233, 245-250 (1972); Se-
curities & Exchange Comm'n. v. Chenery
Corp., 318 U.S. 80, 87-95 (1943); Na-
tional Nutritional Foods Ass'n. v. Wein-
berger, F.2d (2d Cir. 1975); Consumers
Union v. Consumer Product Safety
Comm'n., 491 F.2d 810, 812 (2d Cir.
1974); Kennecott Copper Corp. v. Envi-
ronmental Protection Agency, 462 V.2d
846, 850 (D.C. Cir. 1972); Environmental
Defense Fund v. Ruckelshaus, 439 l.2d
584, 597-598 (D.C. Cir. 1971) ; and Auto-
motive Parts & Accessories Ass'n. v. Boyd,
407 F.2d 330, 338 (D.C. Cir. 1968). The
proposed regulations therefore would re-
quire that the preamble to the final regu-
lation summarize each type of comment
received, state the Commissioner's con-
clusions with respect to it, and contain a
thorough and comprehensible articula-
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tion for the Commissioner's decision on
each issue so raised.
. The Administrative Procedure Act, 5
U.S.C. 553(b), provides that regulations
that are interpretive, or that relate to
agency practices and procedures, may be
published as final regulations without
time for comment. Nevertheless, as a
matter of policy, the Commissioner has
concluded that ordinarily such regula-
tions should be published with time for
comment before they are adopted, with
the exceptions discussed below. Thus,
they would be handled in the same way
as any other regulations. This is in ac-
cordance with recent recommendations
of the Administrative Conference of the
United States, and codifies the practice
of the Commissioner for the past 3 years.

On occasion, the Commissioner issues
for publication in the FEDERAL REGISTER
informational notices of interest to the
regulated industry or the public, state-
ments of legal interpretation, and mat-
ters involving agency organization and
delegations of authority. In accordance
with the Administrative Procedure Act,
these would be published without time
for comment, since they are intended
solely for informational purposes and are
not the type of material on which public
comment is relevant.

In accordance with the provisions of
the Administrative Procedure Act, 5
U.S.C. 553(b), the Commissioner could
'dispense with the requirements of notice
and public procedure when he deter-
mines for good cause that they are im-
practicable, unnecessary, or contrary to
the public interest. However, the pro-
posed regulations provide that, whenever
this procedure is used, the notice promul-
gating the regulation would have to pro-
vide an opportunity-.for submission of
comments to determine whether the reg-
ulation should subsequently be modified
'or repealed.

This procedure would assure both that
regulations could be promulgated in final
form where that is essential, and that
even under those circumstances the
policy of the Administrative Procedure
Act and these proposed regulations of
providihg time-for public comment would
nonetheless be implemented. Moreover,
in the event that a court should deter-
mine that the regulation must first be
published for comment, this defect would
already have been cured by explicitly
inviting comments and, by expediting
consideration of those comments, the
agency would be in a position to assure
prompt promulgation of a final regula-
tion.

The requirement that a regulation first
be published as a proposal for comment
would also be inapplicable to food addi-
tive and color additive petitions and to
new animal drug regulations. Food addi-
tive and color additive petitions are sub-
ject to a notice of filing rather than to a
proposal, as provided in sections 409(b)
(5) and 706(d) (1) of the act, and new
animal drug regulations are promulgated
by notice pursuant to section 512(1) of
the act.

The proposed regulations would pro-
vide fo a number of alternative optional

procedures that the Commissioner could,
in his discretion, use in reviewing Any
proposed or final regulations. All of thew
procedures have been used by the agency
on occasion in the past, and this provi-
sion simply recognizes current practice.

The proposed regulations would specify
the data and Information which are In-
cluded in the record of the administra-
tive proceeding, and on which the Com-
missioner must base his decision and any
reviewing court must base its review. Any
interested person who subsequently re-
quested that new information be consid-
ered by the Commissioner would have to
submit it with a new petition to modify
the final regulation.

The Hearing Clerk would be required
to maintain a chronological list of all
regulations proposed and promulgated
pursuant to the provisions of this sec-
tion and proposed § 2.12, which deals
with regulations promulgated after an
opportunity for a formal evIdentiary
hearing. The list would have to show the
docket number, the name of the peti-
tioner, if any, and the subject matter In-
volved. This list would exclude those reg-
ulations resulting from petitions filed
and assigned a docket number pursuant
to -15roposed § 2.7, which would appear
separately on the list of petitions re-
quired to be maintained pursuant to pro-
posed § 2.7(1).

Thus, proposed § 2.10 sets out a com-
prehensive procedure for issuance of the
vast majority of the regulations promul-
gated by the Food and Drug Administra-
tion. For the most part, it would simply
codify aid unify current practice. In the
future, all employees of the agency and
all interested persons outside the agency
would have available a consistent and
fair procedure, in writing, for handling
thesematters.
couRT nEviEw or PfAL AD=lTnATrvz

ACTION; ExHAusToN or ADmInsmTR.XvE
REMEDIES (§ 2.11)

Once the Commissioner had promul-
gated a final regulation pursuant to
§ 2.10, It would be subject to Judicial re-
view in accordance with the Administra-
tive Procedure Act, 5 U.S.C. 701 et seq.,
'and, in many instances, the Declaratory
Judgment Act, 28 U.S.C. 2201. All other
forms of final administrative action
taken by the Commissioner would also be
subject to court review in this way, except
for those that are solely within the Com-
missioner's discretion. Proposed § 2.11
would establish the practices and proce-
dures governing 'such judicial review of
most actions. Actions subject to the pro-
visions of proposed § 2.12 and Subpart B
of Part 2 would, however, be governed by
the provisions In Subpart B and not by
§ 2.11, since unique statutory require-
ments apply to them.

As already noted, § 2.7 would establish
,a procedure by which any interested per-
son could formally request action fropi
the Commissioner. Accordingly, 1 2.11(b)
would provide that this adminstrmtive
procedure must be exhausted before any
person may properly seek relief in court
with respect to a particular matter. If
any person filed suit In court before ex-

hausting his administrative remedies, the
Comissioner would object to such court
action and request Its dismissal or refer-
ral to the agency on the grounds of a
failure to exhaust administrative reme-
dies, the lack of final agency action, and
the lack of an actual controversy.

An existing Food and Drug Admin-
Istration regulation is subject to judicial
review under the Administrative Proce-
dure Act, 5 U.S.C. 701 et seq., at any time
by any interested person. If the regula-
tion was promulgated some years ago,
however, any person who concludes. to
challenge its legality might wish first to
petition the Commissioner pursuant to
prbposed § 2.7 to amend or revoke the
regulation. The Commissioner's decision
on that petition, as well as the regulation
itself, would then be subject to judicial
review in accordance with proposed
§2.11.

A request that the Commissioner stay
any form of administrative action would
first have to be directed to the Commis-
sioner In accordance with the provisions
of proposed 12.9 before any request were
made that a court stay such action. Pur-
suant to § 2.9 (b) and (f), such adminis-
trative relief would have to be requested
within 30 days after the action Involved
were taken. If no such request were made
within 30 days, any right to request such
relief would be deemed to have been
waived, and the Commissioner would ob-
ject to any subsequent request for a
Judicial stay on the ground of a failure
to exhaust administrative remedies.

The Commisoner recognizes the right
of any interested person to seek Judi-
clal review of any final agency admin-
istrative action, in accordance with Ab-
bott Laboratories v. Gardner, 387 U.S.
136 (1967). Once a final agency decision
has been made, it Is the policy of the
Food and Drug Administration not to
interpose technical objections, such as a
lack of standing, to the right of any in-
terested person to seek court review. Of
course a decision of the Commissioner to
institute or not to institute civil or
criminal enforcement action in the Zourts
on a particular matter is not subject to
Judicial review because It is committed
by the law solely to his discretion. -

The matters handled by the Food and
Drug Administration, governing the
safety, effectiveness, functionality, and
labeling of consumer products that repre-
sent over 25 percent of the consumer dol-
lar spent daily In this country, vitally
and directly affect the interests of every
citizen. Accordingly, applying the Stand-
ards established in Sierra Club v. Mor-
ton, 405 U.S. 727 (1972), It is the opinion
of the Commissioner that every citizen
has standing n the courts to contest any
action of the agency, and that no objec-
tion relating to such standing will be in-
terposed by th-agencyn such cases: The
Comminsioner has followed this policy'for
the past 3 years.

The Commissioner is also of the opin-
Ion that current Judicial decisions re-
quire any court review of final adminis-
trative action taken by the Food and
Drug Administration to be based solely
on the administrative record of the pro-
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ceeding identified in these regulations,
on the basis of which the Commissioner

-made his decision. No additional data,
information, or views may properly be
presented to a reviewing court without
first presenting them to the Commisr
sioner by a petition pursuant to pro-
posed § 2.6(a),-with a request that the
action be modified or revoked on the
basis of such new information. In short,
both the Commissioner and any other
person who is interested in any matter
pending before the Food and Drug Ad-
ministration are obligated to submit and
identify all relevant data and informa-
tion at the administrative stage of the
proceeding. It is improper for either' to
wait until the matter is pending before
the courts and then to identify new in-
formation, or to present new. arguments,
to support a position. See e.g., Camp v.
Pltts, 411 U.S. 138 (1973), Citizens to Pre-
serve Overton Park, Inc. v. Volpe, 401
U.S. 402, 419-420 (1971), and Bradley v.
Weinberger, 483 F.2d 410,-414-415 (1st
Cir. 1973).

Accordingly, all cases nvolving-review
of Food and Drug Administration aetion
in the future should properly be decided
solely on motions to dismiss or for sum-
mary judgment. A trial de novo or the
Submission of additional written or oral
testimony or other evidence would not be
proper. Pursuant to recent court decl-"
sions, it is apparent that judicial review
of administrative action pursuant to the
Administrative Procedure Act must pro-
ceed on the basis solely of the adminis-
trative record involved in the decision in
the same way that administrative review
of action taken after a formal evidenti-
ary public hearing proceeds on the basis
of the established administrative record.
New information cannot be introduced at
the judicial level, only at the administra-
tive level.

The Commissioner recognizes that, on
occasion, the administrative record re-
lating to a particular matter may be
found, upon judicial review, to be unclear
or incomplete. Under these circum-
stances, the Commissioner would request
that the court remand the matter for
further administrative proceedings, prior
to a final judicial ruling on the matter.
See, e.g., Securities & Exchange Comm'n.
v. Chenery Corp., 318 U.S. 80, 93-94
(1943). The Commissioner views this
procedure as preferable to a court de-.
cision based on an inadequate record,
after which the Food and Drug Adminis--
tration could in any event reopen the
matter at the administrative level and
correct the deficiencies in the adminis-
trative record, thereby requiring further
Judicial review on the basis of the new
record.

Similarly, on occasion the adminis-
trative record relating to a particular
matter might be found, upon judicial re-
view, to be clear and complete, but the
court could require further elucidation of
the rationale for the administrative ac-
tion. Under these circumstances, the
Commissioner could either request that
such further explanation be provided -in
writing directly to the court without fur-
ther administrative proceedings, or that
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the matter be remanded to the agency
for further administrative proceedings
in order to provide the requested expla-
nation. This choice will depend upon the
facts of the specific situation. In neither
event, however, would it be necessary or
proper for a court to conduct its own
evidentiary hearing on the matter. 'A
failure of the agency adequately to ex-
plain its actions is not a warrant to the
district court to conduct a de novo evi-
dentlary hearing," but rather justifies a
remand to the agency for a more com-
plete articulation of its reasoning or a
court hearing limited to that purpose.
See, e.g., National Nutritional Foods
Ass'n. v. Weinberger, 512 F. 2d 688, 701
(2d Cir. 1975).

Depending upqo the nature of the spe-
cific matterinvolved, It might well be ap-
propriate for a regulation or other ad-
ministratve action to remain In effect
pending remand to the'agency or further
court proceedings uinder these circum-
stances. Where this Is in the public in-
terest the Commissioner' will request
that the court not stay the matter pend-
ing such remand. See, e.g., Twin City
Jv.ilk Producers Ass'n. v. McNutt, 122 F.
2d 564,568 (8th Cir. 1941).

The Commissioner is of the opinion
that the requirement that his decision,
and subsequent court review, be based
solely on the administrative record will
in no way diminish justifiable reliance
upon the experience and expertise of the
'agency with respect to the matters in-
volved. The Federal Trade Commission
has for many years exercised Its ezpertise
in similar matters through written opin-
ions, and reviewing courts have properly
deferred to such expertise where it has
been exercised in a reasonable manner
and -artfculated through the written
opinion. The requirement that a decision
be based upon the record does not mean
that such expertise and judgment must
in some way be encapsulated in docu-
mentary evidence or "proved"- as a
"fact," but simply that It be referred
to and explained in the comprehensive
written statement of the basis for the
Commissioner's decision on a-particular
matter, so that it is a matter of record.
For example, the courts have uniformly
deferred to the expertise of the Fed-
eral Trade Commission in determining
that advertising is misleading to the
public without the need for specific evi-
dence that particular persons have been
so misled, and the Commissioner an-
ticipates that the expertise, experience,
and judgment of the Food and Drug
Administration in such matters would be
similarly recognized. See, e.g., United
States v. An Article of Drug... Bacto-
Unidisk, 394 U.S. 784, 791-792 (1969)
and Federal Trade Comm'n. v. Colgate-
Palmolive Co., 380 U.S. 374, 384-392
(1965).

Thus, J 2.11 would establish a consis-
tent administrative policy with respect to
judicial review. First, it would strongly
encourage any person who believes that
the agency is acting improperly to par-
ticipate in the proceeding at the admin-
istrative level, and to advance all infor-
mation and arguments at that point

rather than wait until the matter has
proceeded to the courts. Second, It would
require the Food and Drug Administra-
tion to identify the data and information
on which it bases a decision, and to
articulate the rdasons for that decision.
Third, It would encourage any person
who believes that the agency has Acted
improperly to seek Judicial review, and
guarantees that the Food and Drug Ad-
ministration will not interpose technical
procedural issues but rather will meet
the substantive Issue on its merits.
Fourth, it would guarantee to the courts
that there will be a specific and desig-
nated administrative record and a
thorough explanation of the decision on
the basis of which an informed Judicial
review can be conducted, and would
guarantee to the Commissioner that the
court in conducting Its review will con-
sider only the,data and information re-
viewed by the Commissioner rather than
new Information which the Commis-
sioner has had no opportunity to review.
In the opinion of the Commissioner, this
procedure would establish an extremely
fair and reasonable method of proceed-
ngfor all interested persons.

The Commissioner Is aware of the pos-
sibility of a multiplicity of suits in vari-
ous jurisdictions challenging a particular
matter. The Supreme Court pointed out
In Abbott Laboratories v. Gardner, 387
U.S. 136,154-155 (1967), that:
* * * the courts are wel equipped to deal
with such eventualities. The venuo transfer
provision, 28 U.S.O. § 1404(a), may be In-
voked by the Government to consolidate stip-
arate actions. Or, actions In all but ono jurls-
diction might be stayed pending the conclu-
sion of one proceeding. 0 0 0 A court may
even in its discretion dismitso a declaratory
judgment or Injunctive suit if the same
Issue Is pending in litigation elsewhere.
* * * In at least one suit for a declaratory
judgment, relief was denied with the sug-
gestion that the plaintiff intervene in a
pending action elsewhere * *

Further, the declaratory judgment and in-
junctive remedies ara equitable In nature,
and other equitable defenses may be inter-
posed. If a multiplicity of suits are under-
taken in order to harass the Government or
to delay enforcement, relief can be denied
on this ground alone. 6 0 0 The defense of
laches could be asserted if the Government
is prejudiced by a delay. 0 0 0 And courts may
even refuse declaratory relief for the non-
joinder of interested parties who are not,
technically speaking, Indispensable,

Accordingly, if suit is brought in more
than one jurisdiction on the same mat-
ter, the Commissioner will recommend
one or more of the procedural mecha-
nisms suggested by the Supreme Court to
deal with the matter.
PROMULGATION OF REGULATIONS AND Onns

AFTER AN OPPORTUNITY FOR A FORMAL EVI-
DENTIARY PUBLIC HIEAPING (§ 2.12)
In contrast to the regulations Issued

under section 701 (a) of the act and 5
U.S.C. 553, some regulations and orders
are designated in the act as requiring an
opportunity for developmeht "on the
record," Le., for a formal evidentlary
trial-type public hearing cdnductcd In
accordance with the Administrative Pxo-'
cedure Act, 5 U.S.C. 550 and 557. In en-
acting the present act, Congress desig-
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nated a limited number. of provisions
subject to this formal requirement. Pro-
posed § .12(c) (1) through (18) speci-
fies those provisions of the law, some of
which are listed in section 701(e) of the
act and others of which are designated
elsewhere in the act or other laws, and
provides that they are subject to the
special !frovisions established in Subpart
B of Part 2. Those proceedings desig-
natedin § 2.12(c) (1) through (15) relate
to rule making. Those designated in
§ 2.12 (c) '(16) through (18) relate to ad-
judication. The diferent procedures that
would apply to each category are set out
in proposed.Subpart B.

The Commissioner has carefully con-
sidered whether the wording of section
701(e) of -the act and the related provi-
sions in the other sections of the act
listed in proposed § 2.12(c) require de-
velopment of a formal record pursuant to
the Administrative' Procedure Act, 5
U.S.C. 556 and 557. -his matter has never
directly been adjudicated in the courts.
In a recent decision, however, the
Supreme Court used section 701(e) of the
act as an example of a statutory provi-
sion which requires a hearing "on the
record" and thus a formal evidentiary
public hearing. See United States v.
Florida East Coast Railway Co., 410 U.S.
224, 237-238 (1973). Although this was
dictum, and not a holding, the Commis-
sioner concludes that it represents the
Supreme Court's current thinking on the
matter and thus should be followed with-
out further litigation. Accordingly, the
proposed regulations require an op-
portunity for a formal evidentiary public
hearing for all regulations and orders
listed in section 701(e) and related pro-
visions of the act and the Fair Packaging
and Labeling Act.

A similar question arises with respect
to the biological licensing provisions con-
tained in section 351(a) of 'the Public
Health Service Act, 42 U.S.C. 362(a).
This legal issue has never become a mat-
ter of contention, and has never been
addressed by the courts. The provisions
of 5 U.S.C. 558 relating to licensing do
not change the requirement in 5 U.S.C..
554(a) that a formal evidentiary public
hearing pursuant to 5 U.S.C. 556 and 557
is required only where the applicable
statute specifically provides for an op-
portunity for a hearing "on the record."
See, -e.g., Lincoln Transit Co. v. United
States, 256 F. Supp. 990, 993-994 (S.D.
NY: 1966). Section 351(a) of the Public
Health Service Act does not require a
hearing "on the record." Nevertheless,
the Commissioner is of the opinion that
an opportunity for a foirmal evidentiary
public hearing should be available with
respect to the licensing of biologics to
the same extent that it is available for
nonbiological drugs, i.e., new drugs and
antibiotics. Presently, § 310.4 exempts
biological drugs licensed pursuant to
section 351(a) from the new drug re-
quirements of section 505 of the act. In
promulgating the review procedures for
determining the safety, effectiveness,
and, proper labeling of biological drugs
in § 601.25 of the regulations, however,
the Commissioner announced in the
FEDEA REGISTER of August 18, 1972 (37

FR 16679) that this exemption would be
superseded and revoked as the results of
the biologics review become available.
Accordingly, uponcompletion of the blo-
logics review, § 310.4 will be totally re-
voked, and all biologics will be subject
to the new drug provisions of the act as
well as to the licensing requirements of
section 351(a) of the Public Health Serv-
ice Act. This means that the same pro-
cedural requirements will be applicable
to biologics as are applicable to other
new drugs, including an opportunity for
a formal evldentidry public hearing. If
these procedures are to be changed, as
the Commissioner and the Administra-
tive Conference of the United States be-
lieve they should, this is properly done
by Congress. Accordingly, the proposed
regulations provide that denial or rev-
ocation of a license pursuant to section
351(a) of the Public Health Service Act
shall be subject to an opportunity for a
formal evidentary public hearing.

In contrast to the licensing provisions
of section 351(a) of the Public Health
Service Act, the standards authorized by
section 351(d) are properly issued in reg-
ulations promulgated pursuant to the
general rule making provisions of the
Administrative Procedure Act, 5 U.S.C.
553, because they are not required to be
based "on the record." and thus are sub-
ject to the general rule making provi-
sions in proposed § 2.10 rather than to
the formal evidentlary hearing provisions
in proposed § 2.12 and Subpart B. The
same is true of performance standards
for electronic products promulgated pur-
suant to section 358 of the Public Health
Service Act, 42 U.S.C. 263f, for which a
hearing "on the record" also is not re-
quired by the statute. See United States
v. Allegheny-Ludium Steel Corp., 406

.U.S. 742,756-757 (1972).
SEPARATION OF FUNCTIONS; V. PARTE

coMuMNIcATIo s (§ 2.13)
In the FEDERAL REGISTER of March 24,

1972 (37 FR 6107), the Commissioner
issued a proposed regulation to revise
former § 2.104, dealing with separation of
functions and ex parte communications
before and during formal evidentlary
public hearings. Former § 2.104 would be
revoked and replaced by -these proposed
regulations. The preamble to that pro-
posal stated that, although present law
does not require separation of functions
in formal rule making proceedings and
does not prohibit ex parte communica-
tions during formal hearings of any kind,
as long as they are made a matter of
record, the Commissloner had concluded
that strict separation of functions and
an outright prohibition of ex parte com-
munfcations should be adopted in both
formal rule making and adjudication
proceedings to avoid even the appearance
of unfairness.

Two comments were received on this
proposal, one from a law student and the
other from a trade association. The law
student generally favored the proposal,
although he enclosed an excerpt from
Davis, Administratlve Law Text, sec.
13.05 (1972), which strongly opposes
formal hearings or separation of func-
tions with regard to any Food and Drug

Administration rule making. The trade
association also generally approved the
thrust of the proposal, although it sug-
gested a number of clarifying changes
and requested republication for further
comment. The Commissioner concluded
to defer final action on this proposal un-
til a complete revision of all of the agen-
cy's procedural regulations could be un-
dertaken.

Under the 1972 proposal, separation of
functions would have occurred as of the
moment of publication of a regulation or
order on which there is an opportunity
for a formal evidentlary public hearing.
In the intervening 3 years, the Com-
missioner has as a matter of policy im-
posed separation of functions in the fol-
lowing way.

With respect to all rule making except
the revocation of antibiotic monographs,
separation of functions has been Imposed.
as of the date of publication of a notice
of hearing, rather than as of the date of
publication of the final regulation which
preceded the notice of hearing. This has
allowed customary negotiations and at-
tempts at settlement after the regulation
Is published and requests for hearing are
made, and before it is finally concluded
that a hearing must be held. Once it is
determined that a hearing is necessary,
and a notice of hearing has been pub-
lished, strict separation of functions has

'been imposed.
With respect to all adjudication and

revocation of antibiotic monographs, the
Commissioner has imposed separation of
functions as of the date of publication
of the notice of opportunity for hearing
or, in the case of an antiblotic mono-
graph, the date of the request for hear-
ing. This approach to separation of func-
tions was promulgated in the FzDnRA
REGISTR of March 13,1974 (39 FR, 9750),
for new drugs and antibiotics. It would be
adopted by cross-reference for biologics
in these proposed regulations and would
be adopted for new animal drugs in pro-
posed amendments to § 514.200 to be
published In the FzoEnAL REGIrsR in the
near future.

The Commissioner concludes that the
practice developed during the past 3
years should be adopted n proposed
§ 2.13. It has worked effectively and effi-
ciently. It has assured all parties to a rule
making proceeding that, once it is deter-
mined that a formal evidentiary public
hearing must be held, all reasonable steps
will be taken to make certain that no
party to the proceedings improperly or
unduly influences either the presiding
officer or the Commissioner. It has sin-
ilarly assured all parties to an adjudica-
tion (and to the related proceeding for
revocation of an antibiotic monograph)
that, once a formal evidentiary public
hearing is requested, both the decision
about whether a matter is properly sub-
ject to summary Judgment or requires a
hearing, and the decision resulting from
any hearing, will be independently con-
sidered and resolved by the office of the
Commissioner without ex parte com-
munications from the bureau.

Accordingly, proposed § 2.13 provides
that, n any matter which is subject by
statute to an opportunity for a formal

FEDIERAL REGISTER, VOL 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975

40691



PROPOSED RULES

Corp., CCH F.D. Cosm. L. Rep., Para.
38,002 (D. Conn., January 30, 1975).

Coiull1LU1b1onL wouLQ d ecoLne o(luuL MEETINGS AND CORRESPONDENCE (§ 2.15)for rule making (except antibiotic mono-
graphs) as of the date of publication In In addition tofdrmal proceedings, such
the FEDERAL REGISTER of the notice of as public hearings, the Commissioner
hearing, and for adjudication and anti- recognizes that informal procedures are
biotic monographs at the time of the. properly -utilized -to handle administra-
notice of opportunity for hearing and re- tive determinations. Indeed, without
quest for hearing. After that time, for them, the entire administrative process
either a rue making or an adjudication would bog down in stifling formality.
proceeding, the bureau of the Food and Such Informal procedures include
Drug Administration which is a party to meetings and correspondence. Section"
the Proceeding and the other parties to. 2.15 of the proposed regulations sets out
the proceeding would be precluded from the rules governing use of these pro-
ex parte communications or any other cedures.
form of participation with the presiding Proposed § 2.15(b) relates to the use
officer or the Commissioner, except in of an open public meeting to discuss any
the way that all parties openly particl- matter pending before the agency. Pub-
pate in the proceeding. Under th6 current lic notice of any such meeting would be
regulations governing adjudicatory pro- given through the agency's public calen-
ceedings such as withdrawal of approval dar, and could, depending upon the time
of an NDA, the bureau nvolved in the involved, also be published In the FED-

matter submits to the office of the Coin- eAL REGISTER. Any interested person
missioner a proposed final order grant- could attend and participate although no
ing or denying a hearing, without mak- transcript and recording would be re-
Ing thls document available to the NDA quired, one could be taken and In any
holder or others, but there may be no ex event a written summary would be pre-
parte communications between the bu- pared and retained n any relevant
reau and the office of the Commissioner administrative file.
about that matter. In the event ex parte The Commissioner notes that this pro-
communications did take place, they cedure has usefully been employed In the
would have to be the subject of a written recent past on a number of occasions.
memorandum, and Any person involved See e.g., the notices on microwave ovens
in such communications would be made published in the FEDERAL REGISTER of De-
available for appropriate cross-examina- cember 5, 1973 (38 FR 33510), on digoxin
tlon and rebuttal testimony. " published in the FEDERAL REGISTER of

2 LU Dy COuRT (§ 2.14) *M arch 8, 1974 (39 FR 9219), and on high
intensity mercury vapor discharge lamps

As a result of the Food and Drug Ad- published in the FEDERAL REGISTER of
ministration's primary jurisdiction over January 29, 1975 (40 FR 4328). Such
the matters within its statutory man- meetings would be conducted informally,
date; any Federal, State, or local court very much like a town meeting, and
may hold in abeyance, or refer to the are not to be structured. Unlike a pub-
Commissioner, any matter for an initial lic hearing before the Commissioner, as
administrative determination. In such proposed in Subpart E of Part 2 of the
circumstances, the Commissioner should proposal, there would be no fixed order
promptly agree or decline to accept any in which persons may participate nor
such referral. The Commissioner would any advance notice required of those who
make every reasonable effort to accept intend to attend and participate- The
such referrals and to institute proceed- Commissioner would anticipate increased
ings to determine the matters so referred, use of these public meetings to explore
but would reserve the right to decline a pending matters in the future.
referral in light of other agency priorities Under proposed § 2.15 (c), any meeting
and the resources available to the agency. between an employee of the Food and
In handling such a matter, the COM- Drug Administration and any person
missioner could, in his discretion, utilize outside the Department of Health, Edu-
any of the various procedures established cation, and Welfare relating to a pending
in the proposed regulations, case or other regulatory action or deci-

The Commissioner would encourage sion would have to be recorded in a writ-
the Judiciary to utilize the provisions of ten memorandum, and filed In the ad-
this proposed section. Referral of com- ministrative file on the matter, unless it
plex and technical issues falling within involved only a brief description of the
the jurisdiction of the Food and Drug matter provided for Informational pur-
Administration to the agency for an inl- poses. This would assure that an ade'
tial administrative determination will quate administrative record would be
promote consistent and fair interpreta,- maintained of all contacts outside the
tion and application of the law. See Department on any regulatory matter,
Weinberger v. Hynson, Westeott and to avoid the possibility, or appearance of
Dunning, Inc., 412 U.S. 609, 624, 627 improper influence.
(1973), Ciba Corp. v. Weinberger, 412 Thus, if a person in another govern-
U.S. 640, 643-644 (1973), Weinberger'v. ment agency outside the Department, or
Bentex Pharmaceuticals, Inc., 412 U.S. in Congress, were to telephone any per-
645, 652-654 (1973); National Ethical son in the Food and Drug Administration
Pharmaceutical Ass'n. v. Weinberger, 365 to make any suggestion about a pending
F. Supp. 735 (D.S.C. 1973), aff'd. Per regulatory decision, a memorandum
curiam, 503 F. 2d 1051 (4th Cir. 1974); would be prepared summarizing the dis-
Purdue Frederick Co. v. Acme United cussion. Other meetings with persons

dvidentiary public hearing, the rules on
separation of functions and ex paite
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within the Federal government, however,
which do not Involve a pending regula-
tory matter, would not be subject to this
requirement. Preparation of memoranda
of meetings with representatives of Con-
gress would be subject to additional rules
proposed In paragraph (g) of § 2.15, dis-
cussed below.

Proposed § 2.15(d) deals with any prl-
tate meeting between a person and a
representative of the Food and Drug
Administration in the agency offices. The
Commissioner Is of the opinion that it
is a fundamental right of every citizen to
meet with his government In private, The
Federal government is created by the
people, and absent explicit statutory nu-
thority, the government has no right to
impose upon any citizen who requests an
opportunity for a private meeting with
a representative of the government a re-
quirement that others outside of the gov-
ernment be present. Accordingly, § 2.15
(d) (1) would provide that neither the
Food and Drug Administration nor any
other person may require the attendance
of any person who Is not a Federal gov-
ernment employee or consultant without
the agreement of the person requesting
such a private meeting.

At the same time, by statute, the Food
and Drug Administration Is responsible
for matters that affect all members of
the public. Accordingly, whenever a pri-
vate meeting involved a matter covered
by paragraph (c) or any other important
matter, a decision on an issue, or state-
ments or advice or conclusions to which
future reference may be required as part
of the administrative record, a written
memorandum summarizing the sub-
stance of any private meeting would be
prepared by a representative of the
agency. This would assure that any mat-
ter which should be documented as part
of the public record is In fact so recorded.
The availability of such memoranda for
public disclosure would be determined
by the provisions of the agency's public
information regulations in Part 4 and
the regulations referenced therein. The
Commissioner believes that this will ade-
quately protect the public interest, with-
out infringing upon the citizen's right
to a private meeting.

Somewhat different rules would apply
where the Food and Drug Administration
was requested to send a representative to
a meeting to be held outside agency of-
fices. The Commissioner recognizes that
agency employees have a responsibility
to meet with all segments of the public
in order to promote the objectives of the
act and the agency. Accordingly, pro-
posed § 2.15(e) states that, where an
agency representative Is invited to attend
an outside meeting, he may do so where
he concludes that it Is In the public In-
terest and wM promote the obJectives
of the act and the agency. He could, of

-course, request that such meeting be an
open meeting when he concludes that
this would be In the public nterest. Ho
could agree or decline to participate in
any such meeting which Is held as a pri-
vate meeting, depending upon which ac-
tion he concludes would best zervo the
public interest. In no event, however,
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could -an agency representative know-
ingly participate in any meeting which
is closed on the basis of sex, race, or
religion. All outside meetings would be
subject to the requirements relating to
preparation of memoranda summarizing
the substance of the meeting.

In addition to meetings initiated by
outside persons, Food and Drug Admin-
istration representatives could also initi-
ate meetings with any person. Any such
meetings with one or two people, e.g.,
relating to a pending petition, could be
held as a private meeting. Any such
meeting with a large number of people,
however, would have to be held as an
open public meeting pursuant to pro-
posed § 2.15(b), and thus would be pub-
licly announced so that any person could
attencT and participate. Again, all such
meetings would be subject to- the rules
for prdpgration of a memorandum sum-
marizing the substance of the matter,
whether they are private or open.

-The Commissioner recognizes that the
content of summaries of oral discussions,
whether by telephone or in person, could
differ depending upon the person .who
prepares the summary. Accordingly,
proposed § 2.15 (g) provides that, in addi-
tion to the agency-summary, any outside

-'person participating.in such a meeting
may prepare and submit to the agency
for inclusion in the administrative record
his own written memorandum recording
the substance of the meeting. Pursuant
to § 4-104(c) of the public information
regulations, this summary would be re-
leased along with the agency summary
whenever public request is made for
them.

All memoranda of meetings and cor-
respondence would be filed in any appro-
priate public administrative file and
made a part of the administrative rec-
ord of the relevant proceeding.

Any meeting between a Food and Drug
Administration employee and a repre-
sentative of Congress, eg., a committee
staff member, relating to any pending or
potential investigation, inquiry, or hear-
ing would be recorded in a written memo-
randum which would be forwarded to the
agency's Office of Legislative Services.
This provision would not restrict the
right of any agency employee to partici-
pate in any sucb- meeting, but would-
guarantee that the ageficy would be
aware of any congressional concern about
agency activities and thus be in a position
to respond in an adequate way.
DOCUIENTAION OF SIG=iICANT DECISIONS

fnl ADLI r-STRATIVE FILES (§ 2.16)

Section 2.16 wouldrequire all Food and
Drug Adminisnttion employees to docu-
ment, In an appropriate manner, every-
significant agency decision.

The agency employees responsible for
handling any matter would be responsible
for assuring that the agency has a com-
plete administrative file on it. The file
would confaIn appropriate documenta-
tion, including the recommendations and
decisions of -responsible employees. It
would have to reveal any significant con-
troversies or differences of opinion and
their resolution. Any agency employee

working on a matter would have the op-
portunity to record his views on that
matter, for inclusion in the file. Once a
written, signed, and dated memorandum
were placed in the file, It could not be
altered, added to, or removed. Rather
than permit changes to be made in a doc-
ument by a person other than the person
who prepared that document, such
changes would be reflected by preparing
a new memorandum. This would provide
a complete record of the development of
the matter within the agency.

Memoranda and other documents pre-
pared by agency employees not contained
in the administrative file would have no
status or effect. Thus, the file would con-
tain all pertinent material and would
represent the definitive record of the ad-
ministrative handling of the matter.

Memoranda placed In the administra-
tive file would relate to the issues under
consideration, and would be sent to other
appropriate agency employees. Such
memoranda would be required to avoid
defamatory language, intemperate re-
marks, undocumented charges, or Irrele-
vant matters, e.g., personnel complaints.
To the extent that a memorandum rec-
ords the views of any agency employee
in addition to the author, It would be fur-
nished to such other employee who would,
pursuant to the new regulations, have an
opportunity to respond in any way that
they believed appropriate.

All agency employees working on a
matter would have access to the adminis-
trative fie on that matter, as appropri-
ate for the conduct of their work. Rea-
sonable restrictions could be placed upon
access by employees to such files In order
to make certain that the files do not
become dismantled, lost, or unavailable
to others who need them for their work.

The Commissioner Is of the opinion
that these rules would guarantee full par-
ticipation of all agency employees In the
matters on which they were working and
adequate documentation of the manner
in which, and the reasons for which, de-
cisions are made within the agency, with-
out at the same time entangling the
agency in endless red tape and producing
pointless paperwork.

nrrsmxAL AGENcY IRvw oF Drc=os
§ 2.17)

Many Food and Drug Administration
decisions vitally affect interested persons
and groups outside the agency. Inquiries
are constantly received, throughout the
agency, from individual consumers, man-
ufacturers, and affected.profezsionals, as
well as organizations representing these
interests. Few people outside the agency
understand where their questions and
complaints should be directed.

Section 2.17 oftthe proposed regulations
provides for an orderly process of ad-
ministrative review of decisions within
the agency, and thus advises thoze out-
side the agency of how they should pur-
sue matters which interest and concern
them. Any decision of an agency em-
ployee would be subject to review by that
employee's supervisor at the request of
the employee himself, on the Initiative of
the supervisor, at the request of any In-
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terested person outside the agency, or as
required by duly promulgated delega-
tions of authority. Such review ordinar-
ly would follow the established agency--
channels of supervision or review for the
specific matter involved. Where a person
outside the agency requested internal
agency review of any decision, it would be
done only through established agency
channels. Review would take place to re-
solve issues, to review policy matters, ,In
unusual situations requiring immediate
review in the public interest, and as re-
quired by the delegations of authority.

Thus, where a matter had not yet been
reviewed by- a bureau director, any re-
quest from outside the agency that he
review It would be denied until the mat-
ter was first reviewed at lower levels.
Similarly, any request for intervention
or review by the office of the Commis-
sioner would be denied until the matter
had been fully considered within the
bureau and forwarded to the office of the
Commissioner. It is, of course, entirely
within the Commissioner's discretion to
grant or deny a request to review any
matter.

Any internal agency review of a deci-
sion would have to be based solely upon
the data and Information available in the
administrative Ile. If any interested per-
son presented new data or information
not previously considered, the matter
would be returned to the appropriate
lower level within the agency for a re-
evaluation before It is again subjected to
Internal review at a higher level. Thus,
bureau directors and the office of the
Commisoner would act in basically the
same way as a reviewing court Division
personnel could be assured that higher
agency officials would not Intervene be-
fore a matter is fully considered at the
lower level, and would not review any
Issue on the basis of Information not
availablo at that level.

DXSSZzm~mo 01' rz1' 5 aL nz532
2-0=-- AND SEGVLA.TIO2 0-2.13)

Until relatively recently, there has been
no Food and Drug Administration policy
or reoulations governing the dissemina-
tion of draft Frnmsx REcSsz notices
and regulations. As a result, such docu-
ments have at times been given to zome
persons and not to others, in a way that
raised public concern about agency
activities.

Propozed § 2.18 would codify the policy
that has been followed by the Food and

,Drug Administration on this matter dur-
Ing the p-t 2 year-.

The Food and Drug Administration
welcomes assistanee from anyone in de-
veloping Its policy and regulations. C-en-
eral concepts could be discussed by
agency employees with any interested
person. Details of a dcoument, or a draft
of a document, could not be furnished to
any interested person outside the Execu-
tive Branch of the Federal Government
unless dnd until it was made available to
ell interested persams by a notice pub-

ethInthe FErA Rras . Seeeg.,
the notices with respect to the availabil-
ity of the GMP regulatiom for low-acid
canned foods published In the Fsrr
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REGISTER of November 14, 1972 (37 FR
24117), and the various regulations for
shellfish control published in the FEDERAL
REGISTER of December 13, 1973 (38 FR
34353) and January 14, 1975 (40 FR
2607).

In some instances, detailed discussion
of a draft document would be necessary
for proper development of administrative
policy. This could be especially true
where a specific industry which is the
subject of a particular regulation had de-
tailed technical knowledge not otherwise
available to the Food and Drug Adminis-
tration, and which was critical in devel-
oping an effective regulation. Where this
occurred, the draft document would be
made available to all interested persons
through an announcement in the FEDERAL
REGISTER, and any other appropriate pro-
tective procedures would be undertaken
to make sure that a full and impartial
administrative record would be estab-
lished. Thus, public regulations would not
be negotiated in private.

In certain limited instances, it has long
been agency policy that a draft of a final
regulation relating to a particular ingre-
dient or product, e.g., a regulation relat-
ing to a food additive, new animal drug,
or antibiotic drug, may be furnished to
the petitioner for comment on the tech-
nical accuracy of such regulation. The
proposed regulations would continue this
long-standing practice. In these situa-
tions, where only technical accuracy
rather than any policy issue is involved,
publication of the availability of the
draft regulation in the FEDERAL REGISTER
would be unnecessary in order to protect
the public interest.

The provisions of the Radiation Con-
trol for Health and Safety Act of 1968,
42 U.S.C. 263f, explicitly require the Com-
missioner to consult with interested per-
sons in the development of performance
standards. Accordingly, the Comnmis-
sioner would publish in the FEDERAL REG-
ISTER an announcement that a perform-
ance standard is being considered, and
thereafter a draft of a proposed or final
performance standard, including any
amendment thereof, would be furnished
to any interested person' upon request
and could be discussed by agency em-
ployees in detail with any interested per-
son at any time through final considera-
tion of such a document.

All such documents would be continu-
ously availabl& to the public after pub-
lication of the notice in the FEDERAL
REGISTER, and it would therefore be un-
necessary to publish in the FEDERAL
REGISTER a specific notice of the avail-
ability of each draft of the document.

The regulations recognize that the re-
strictions on discussion and disclosure of
draft FEDERAL REGISTER notices and regu-
lations proposed in this paragraph would
not apply to those situations in which
internal agency documents were properly
disclosed under § § 4.83 through 4.89 of
the agency's public information regula-
tions. Such situations include disclosure
to consultants, other Federal depart-
ments and agencies, Congress, State and
local government officials, and foreign
government officials, as well as disclosure

required by Court order and in adminis-
trative or court proceedings. Thus, It
would be entirely proper to provide a
draft regulation to an advisory commit-
tee without making it publicly available
to all interested persons. If it should be-
come available to some members of the
general public, however, the agency
would make it available for public dis-
closure to all interested persons pursuant
to § 4.21, as was done with a draft of re-
vised drug GNP regulations by a notice
published in the FEDERAL REGISTER Of
March 19, 1975 (40 FR 12535).

ADVISORY OPINIONS (§ 2.19)
Throughout its histoiy, the Food and

Drug Administration has issued advisory
opinions in various forms. Early advisory
opinions, between 1936 and 1946, were is-
sued as trade correspondence (TC's).
More recently, advisory opinions have
been codified in the agency's Compliance
Policy Guides manual, which is available
from the Public Records and Documents
Center, in other documents designated
as "advisory opinions," and in preambles
to FEDERAL REGISTER documents. The pro-
posed regulations recognize the continu-
irig status of these "prior documents as
advisory opinions except to the extent
that they are reroked. Some of these ad-
visory opinions, particularly those in the
formh of trade correspondence, have been
revoked, e.g., the notice published in the
FEDERAL REGISTER of May 20, 1969 (34 FR
7922). '

Prior Food and Drug Administration
policy has not distinguished between for-
mal advisory opinions and informal oral
advice and correspondence. As a result,
confusion and uncertainty has been en-
gendered both within the agency and
outside as to whether opinions expressed
in correspondence or orally carry the
weight of the agency or only of the in-
dividual agency employee involved.

Absent specific regulations to the con-
trary, the statements of a government
employee do not bind the government.
See, e.g., Bentex Pharmaceuticals, Inc. v.
Richardson, 463 F.2d 363, 368 n.17 (4th
Cir. 1972), rev'd on other grounds, 412

-U.S. 64b (1973); Udall v. Oelschlaeger,
389 F.2d 974, 977 (D.C. Cir. 1968), cert.
denied, 392 U.S. 909 (1968); AMP Inc. v.
Gardner, 275 F. Supp, 410, 412 n.1
(S.D.N.Y. 1967), aff'd, 389 F.2d 825 (2d
Cir. 1968) ; and United States v. 354 Bulk
Cartons . .-. Trim Reducing-Aid Ciga-
rettes, 178 F. Supp. 847, 853-854 (D.N.J.
1959). Accordingly, because of the lack
of any agency regulations on this matter,
none of the correspondence or oral ad-
vice previously Issued by the agency has
had any binding legal effect.

In many instances, important agency
correspondence relating to the legal
status of ingredients and products has
not been compiled or reviewed in any
comprehensive or systematic way, with
the result that few in the agency have
known about the existence of such corre-
spondence nor has the fact that such
correspondence has no legal status been
understood by the public. For this reason,
on recent occasions the agency has been
forced to Issue regulations formally with-

drawing prior opinion letters relating to
the food additive and new drug status of
products. See 21 CFR 121.11 anck 310.100.

The Commissioner would resolve the
present uncertainty by the proposal of
regulations that would clearly and ex-
plicitly recognize the difference between
the informal opinion of an Individual in
the agency, which represents his best in-
formation and advice, and the formal
opinion of the agency, which represents
a position of the Food and Drug Admin-
istration that Is binding and commits
the agency to the views expressed until
they are formally modified or revoked.
Section 2.19 of the proposed regulations
would estqblish such a system.

Under § 2.19, a request for a formal ad-
visory opinion would be made pursuant to
a specified form. The resulting advisory
opinion would have to be followed by the
agency until it is amended or revoked,
Amendment or revocation of an advisory
opinion would be required to be made
with the same degree of public dissemi-
nation as adoption of the original advis-
ory opinion, or by publishing notice of
such revocation in the FEDERAL REGISTER,
which by statute constitutes adequate
public notice. See 44 U.S.C. 1508; North
American Pharmacal, Inc. v. Department
of HEW, 491 F.2d 546 (8th Cir. 1973). An
advisory opinion, would, however, have
to be explicitly revoked, and could not be
revoked by implication as a result of
publication of other advisory opinions or
regulations.

The Commissioner advises that a re-
quest for an advisory opinion would be
granted whenever feasible. The fact that
a course of action was already being fol-
lowed by the person requesting the ad-
visory opinion, or that an Investigation
or regulatory action was already pending
with respect to the matter, would not op-
erate to preclude an advisory opinion.

On the other hand, the Commissioner
recognizes that there are some circum-
stances where an advisory opinion might
not be feasible. For example, where there
was insufficient information on which to
base an informed opinion, e.g., further
investigation was necessary before such
opinion could be given, or where the
subject matter was so complex that any
opinion would be too qualified and in-
definite to be helpful, a request for an
advisory opinion could be denied, An ad-
visory opinion would ordinarily concern
policy matters or issues of broad appli-
cability. Thus, advisory opinions ordi-
narily would not be given with respect
to a particular product or label, unless a
policy issue of broad applicability were
involved. Similarly, a request for an ad-
visory opinion on the legality of a prod-
uct marketed by a competitor, or on any
similar matter, would also ordinarily be
denied, although the Food and Drug Ad-
ministration would investigate com-
plaints about the legality of products or
practices when filed by any interested
person.

All statements or advice given by a
Food and Drug Administration employ-
ee orally or in writing, but which did not
constitute an advisory opinion, would
represent informal communications that
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contain the best information and opinion
available to that employee at that time,
but would not have the same binding
effect as an advisory opinion. Accord-
ingly, such Informal communications
would In no way obligate or commit the
agency to the views expressed.

On occasion, the Food and Drug Ad-
ministration receives oral or written re-
quests which require resolution of Im-
portant issues that have broad applica-
bility, but which do not specifically re-
quest an advisory opinion. Under the
proposed regulations, the Commissioner
could, In his discretion, handle such in-
quiries as a request for an advisory
opinion in order to provide a definitive
agency position on the matter and to
give it wide dissemination.

_Ordinarily, an advisory opinion would
commit the Food and Drug Administra-
tion to the position stated In the opinion,
until it is amended or revoked. In un-
usual situations involving an immediate
and significant danger to health, how-
ever, the Commissioner could take ap-
Propriate civil enforcement action con-
trary to an advisory opinion prior to
amending or revoking it. Thus, although
an advisory opinion would In virtually
all instances be binding upon the agency
until amended or revoked, the regula-
tions would provide for sufficient flexi-
bility to permit immediate action where
essential to public protection.

The Commissioner has carefully con-
sidered whether advisory opinions should
be published In the FEDERAL REGISTER. In

-view of the potentially large number of
advisory opinions and the resources that
would be necessary to accomplish this,
the Commissioner has concluded that it
would not be feasible. Such advisory
opinions may be compiled as part of the
agency's Compliance Policy Guides man-
ual, or in a separate compilation of ad-
visory opinions. The substance of these
advisory opinions would undoubtedly be
disseminated widely by the agency
trade associations, and the trade Dress.

One particular issue has frequently
arisen within the Food and Drug Ad-
ministration within the past few years.
Companies have often requested the
agency for so-called "certificates of free
sale," ie., a statement from the Food
and Drug Administration that a particu-
lar Ingredient or product may lawfully
be sold in this country. Such "certifi-
cates" are often required by foreign gov-
ernments before a product may be im-
ported into that country.

In the opinion of the Commissloner,
an unrestricted "certificate" of this kind
cannot be given because the Food and
Drug Administration cannot guarantee
the legality of any particular product at
all timds. Nor would a formal advisory
opinion be appropriate, since it would
involve a particular product and the
agency's resources are insufficient to pro-
vide this service for all products. The
agency would, however, provide an in-
formal letter stating specific informa-
tion with respect to a product, e.g., that
it is the subject of an approved NDA or
Ifood additive regulation, or that the
agency does not presently object to the

product's labeling, If sufficient informa-
tion had ben submitted to make such
a determination and if there were suff-
clent agency resources to provide this
service. Such "certificates" would thus
not constitute a formal advisory opinion
on the status of a product, but would pro-
vide informal written views which state
the current views of the agency employee
who signs the letter.
)FOOD -MM DRUG ADZ5I1ISTRATIOZT nGU-

TIoNS, GUID=IMS, nECOsZ. NDawIONS,
AND AGRENTS (2.20)
The Commissioner is aware that there

Is uncertainty about the status of some
of the various types of documents
a.dopted by the Food and Drug Adminis-
tration. In general, these documents fall
into the following four categories: Regu-
lations, guidelines, recommendations,
and agreements. Proposed § 2.20 would
clarify the status and legal effect of thse
different types of documents.

Proposed § 2.20(a) would provide that
all agency regulations having general ap-
plicability and legal effect shall be pro-
mulgated in the FEDERAL REt=s pur-
suant to proposed § 2.10 or § 2.12. This Is
in accordance with the requirements of
the Administrative Procedure Act and
current case law. Any document, other
than a statute, which the Food and
Drug Administration intended to enforce
as a legal requirement, would have to be
published as a regulation in the FrL
REGISTER.

Of course, the agency Is not required
to issue regulations implementing the
law before It takes legal action to en-
force specific statutory provisions
against persons or products In violation
of the law. Thus, the agency could con-
tinue to seize a food product containing
a poisonous or deleterious substance, or
a new drug which is being marketed 11-
legally without an approved NDA, re-
gardless whether It has first Issued a
regulation designating that substance
as poisonous or deleterious or that drug
as a new drug. On the other hand, If the
agency chose to bring such action, It
could not rely upon any guidelines It
may have Issued as establishing Eub-
stantive legal requirements.

In addition to provisions which would
be enforced as legal requirements, reg-
ulations could contain provisions which
were intended only as guidelines and
recommendations. The specific language
of each provision in a regulation would
state Its Intended application. For exam-
ple, provisions which stated that a per-
son "shall" take certain action would
establish a legal requirement, whereas
provisions which stated that a person
"should" or "may" take certain action
would establish guidelines and recom-
mendations which would -not be legal
requirements. Thus, the fact that a
provision was published in the FZmmAL
R = as a regulation would not be
determinative of whether it established
a legal requirement or guidelines and
recommendations.

Proposed § 2.20(b) would govern the
establishment 'and use of Food and Drug
Administration guidelines, which would
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not be published In the FDRalA RE
as reguiations. The Comi loner recog-
nizes that such guidelines, which do not
have the legal status of regulations, are
Increasingly Important In providing as-
sistance bath to the regulated Industry
and to agency employees who are
charged with consistent and fair admin-
Istratlon of the law. In many instances,
such guidelines would be available on an
informal basis before comparable regu-
lations could be promulgated. For ex-
ample, the Commissioner might wish to
issue guidelines for acceptable premarket
substantiation for safey of cosmetics,
as required by § 740.10 (a), published in
the FEDERAL Rzcrsrr of March 3, 1975
(40 Fn 8912),. In order- to obtain ex-
perience with such guidelines before Pub-
lishing them In a proposed regulation.
Moreover, not all guidelines would be
appropriate for publication In the FEn-
aALw Rzcrsmu as regulations. Some would

be intended as no more than informal
suggestions. Others would be so volumi-
nous and complex as not to be appropri-
ate for FenzRAr Rzcrs- dissemination.

Still others would be subject to such'
frequent change as to make their pub-
lication for comment virtually impossi-
ble. Under these circumstances, the de-
velopment and use of guidelines that rep-
resented acceptable conduct from the
gstandpoint of the agency, but which
would not be published in the form of
regulations are imperative for efficient
administrative Implementation of the
law.

As the use of guidelines in the agency
has increased, their methods of develop-
ment, their availability, notice of any
changes, and an opportunity to partici-
pate in their development and modifica-
tion, have become more Important. These
proposed regulations would regularize
these matters, and in the judgment of
the Commissioner would provide for ade-
quate notice and opportunity to partici-
pate for all Interested persons.

Proposed § 2.20(b) (1) defines "guide-
lines' broadly to include all technical
or policy criteria relating to any matter
subject to the Jurisdiction of the Com-
misoner. Guidelines state procedures
or standards of general applicability-
which are not legal requirements but
which are acceptable to the agency
with respect to a particular sub-
Ject matter. Although analytical methods
are clearly guidelines, they would be ex-
cepted from the provisions of this reg-
ulAtion because of their large number.
their length and complexity, and the
volume and frequency of amendments
Involved. Such analytical methods are,
of course, available for public disclosure
pursuant to the public information reg-
ulations contained or crozs-referenced
In 21 CFR Part 4.

Although a person may rely upon an
agency guideline with assurance that it
is acceptable to the Food and Drug Ad-
ministration. he Is also free to use any
different procedure or standard even
though it Is not provided for In a guide-
line. When a person chooses to differ
from a guideline, he may, but is not re-
quired to, discuss the matter further with
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the agency to prevent the expenditure of
money and effort on work that may later
be determined to be unacceptable. The
Commissioner is con'erned that innova-
tion not be stifled by the adoption of
guidelines. Nor does the Commissioner
believe that, in all instances, a person
who deviates from a guideline should feel
obligated to consult with the agency first.
Where such consultation is requested,
however, the agency Is obligated to pro-
vide the best answer available to it at
that moment.

The Commissioner emphasizes that
following a testing guideline does not in
any way guarantee that the ingredient
or product so tesed will receive agency
approval. Approval must depend, of
course, upon all of the available informa-
tion relating to the matter. The results
may indicate that the ingredient or prod-
uct should be disapproved, or that addi-
tional testing must be undertaken.
Similarly, poor quality testing will not
be acceptable even if the protocol com-
plies with a guideline.

Guidelines would be issued by filing
them in the public file established by the
Hearing Clerk for this purpose, and,
publishing a notice of availability of the
guideline in the FEDERAL REGISTER.
Amendments to a guideline would be is-
sued In the same way. Any interested
person could, of course, petition the
agency pursuant to proposed § 2.7 to
issue a guideline relating to any matter.

When a guideline was amended or re-
voked, just as where an advisory opinion
was amended or revoked, the question
would inevitably arise as to whether
work undertaken or completed in good
faith reliance on the prior version of the
guideline would remain acceptable to
the Food and Drug Administration. The
Commissioner believes that such work
should remain acceptable unless sub-
stantial public interest considerations
preclude continued acceptance. This de-
termination would be made on the basis
of all of the surrounding facts. Where
the guideline consisted of a protocol for
an animal study which was simply be-
ing revised to reflect the latest knowl-
edge about appropriate scientific pro-
cedures rather than because of any con-
cern about the scientific validity of prior
results under the former protocol, the
old work would undoubtedly remain ac-
ceptable. Where the guideline or ad-
visory opinion consisted of labeling
standards, however, labels meeting the
old guideline ordinarily would no longer
remain acceptable after an appropriate
transition period. Whenever possible, the
notice of an amended guideline would
state when it-has been determined that
work previously undertaken or com-
pleted on the basis of the prior guideline
no longer remains acceptable.

For the same reasons that FEDERAL
REGISTER notices and regulations must be
available to all members of the public
on an equal basis, all draft guidelinds
must similarly be accessible to all inter-
ested persons on the same basis. Accord-
ingly, the dissemination of draft guide-
lines would be subject to the require-
ments of proposed § 2.18. Similarly, to

guarantee an opportunity for interested
persons to comment on guidelines and to
suggest modifications, the notice of
availability of a guideline would state
the individual or office responsible for
each guideline so that written comments
could be filed. Such comments could then
be used by the agency in considering
further modifications.

The Commissioner advises that guide-
lines would have the same legal status
as an advisory opinion. Until modified
or, revoked, they would represent the
formal position of the agency and bind
the agency to that position. Other in-
formal communications relatink to ac-
ceptable procedures or standards would
represent the best information and opin-
ion available to' a particular employee
at a particular time, but would not Con-
stitute a guideline or advisory opinion
and thus would not obligate the agency
to follow the views expressed.

The Commissioner emphasizes that
only those guidelines which were issued
by the Food and Drug Administration
pursuant to proposed § 2.20(b) would
,have any official status. Other written
documents would, until issued as guide-
lines, stand on the same legal footing

• as any informal communication by an
agency employee. Accordingly, it would
be important for all such written docu-
ments relied upon throughout the
agency to be reviewed and a decision
made whether they should be Issued as
guidelines pursuant to: these provisions
or should no longer be used by the
agency. To complete this process, § 2.20
(b) would not become effective for 180
days. Those internal written documents
which had not been issued as guidelines
by that time would no longer be regarded
as having official agency approval as
representing acceptable procedures or
standards and would have no status
other than as representing the views of
a particular employee.

Proposed § 2.20(c) deals with agency,
recommendations which are not pub-
lished in the FEDERAL REGISTER as regula-
tions. In addition to guidelines, which re-
-late to regulatory matters that fall with-
in the laws administered by the Commis-
sioner, the Food and Drug Administra-
tion also formulates and disseminates
recommendations about matters which
are authorized by, but do not involve di-
rect regulatory action under those laws.
Examples are model State and local ordi-
nances, recomnjendations for physicians
and technicians in the proper use of ma-
chines and products, and other simlgr
matters.

The Commissioner is of the opinion
that -recommendations of this nature
should. be handled pursuant to the pro-
cedures for guidelines, ,except that they
should be included in a separate public
file established by the Hearing Clerk.
Thus, recommendations could be made
public in the same systematic and com-
prehensive way. Of course, recommenda-
tions could also be incorporated In
agency regulations.

Finally; proposed §2.20(d) deals with
agency agreements. The Food and Drug
Administration enters into agreements,S (

mnemoranda of understanding, and other
similar formal written documents with
government agencies, foreign govern-
ments, companies subject to the
agency's regulatory Jurisdiction, and
other persons. All of these would be re-
quired to be published in the FEDERAL
REGISTER and included in the public file
on agreements established by the Public
Records and Documents Center pursu-
ant to § 4.108. Any such document not
included in that public file would be
deemed to be rescinded and would have
no force or effect whatever.

PARTICIPATION IN OUTSIDE STANDARD-
SETTING ACTIVITIES (§ 2.21)

As the Food and Drug Administration
has increased its reliance upon regula-
tions -to establish standards to regulate
the practices and products of those sub-
ject to the laws administered by the
Commissioner, questions about the ac-
tivities of agency employees in outside
standard-setting activities have arisen. It
is the Commissioner's opinion that
agency policy on this matter should be
reflected in proposed § 2.21.

"Standard-setting activities" is de-
fined broadly to include all of the same
technical and policy criteria that are
properly the subject of agency regula-
tions and guidelines. In general, the
Food and Drug Administration encour-
ages employee participation In outsido
standard-setting activities that are in
the public interest.

Proposed § 2.21 divides outside stand-
ard-setting activities Into three cate-
gories: Those conducted by other Federal
government agencies; those conducted
by State and local government agencies
and by United Nations organizations and
other International organizations and
foreign governments pursuant to treaty;
and those conducted by private groups
and organizations.

With respect to all three categories of
standard-setting activities, any agency
employee could participate after the ap-
proval by the relevant bureau director or
the Commissioner of Form PHS3763
("Request for approval of appointment
as liaison representative") covering the
activity involved. This form and all per-
tinent background material describing
the activities would have to be Included
in the public file on standard-setting ac-
tivities established for this purpose by
the Public Records and Documents Cen-
ter.' The.Food and Drug Administration
employee who participated in these ac-
tivities would refer all requests for In-
formation about or participation in such

,activities to the group or organization
responsible, Where, as often occurs, the
agency employee could invite members
of the public to accompany him at any
meeting relating to such activities, such
invitation would have to be extended to
a representative sampling of the public
and not just to one interest group,

Special additional requirements would
apply with respect to standard-settlng
activities by private groups and organiza-
tions. The Food and Drug Administra-
tion employee could participate either
as a voting or as a nonvoting liaison
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representative, but participation by the
individual would-not connote Food and
Drug Administration agreement with, or
endoisement of, any decisions reached.
Should the matter come before the
agency at a later date, that employee
could not serve as the deciding official on
the matter involved. Nor would the fact
of that employee's participation, per se,
be relevant in any subsequent agency de-
termination with respect to that matter.

In addition, the proposed regulation
would establish minimum standards that
would apply to all outside private stand-
ard-setting activities in which Food and
Drug Administration employees partic-
ipated. The activities would have to be
based upon sound scientific and tech-
nological information, and be designed
to protect the public against unsafe
ineffective, or deceptive products or prac-
tices. ,The activities could not be de-
signed for economic benefit of any com-
pany, group, or organization, or involve
violation of the antitrust laws. Perhaps
most important, the group or organiza-
tion responsible for the standard-set-
ting activities would be required to have
a procedure through which any inter-
ested person would have an opportunity
to provide Information and views on
the activities involved, without the pay-
ment of fees. The exact manner in which
this was accomplished, including
whether such presentation- was in per-
son or in writing, would be at the dis-
cretion of the group or organization
responsible for the activities.

In some situations involving private
standard-setting activities, the Food and
fDrug Administration has a particular
regulatory interest which justifies direct
participation as an agency activity. Ex-
amples of such activities include the de-
velopment of uniform State and local
laws and regulations that will implement
the same policies that are expressed In
the laws administered by the Commis-
sioner, and development of analytical,
methods used for regulatory purposes. In
these situations, the Commissioner may
determine that agency participation
would be an official activity that does
connote agreement with or endorsement
of the decisios reached, and that partic-
ipation by the individual would not In
any way disqualify him from considera-
tion -of the matter if it arose within
the agency. Any such determination
would be included in the public file on
the matter.

Many Food and-Drug Administration
employees hive close daily contact with
associations of State and local govern-
ment officials who have parallel respon-
sibilities at the local level. Many agency
employees are members of these asso-
ciations, and participate in their activ-
ities. The Commissioner concludes that
the standard-setting activities of these
associations, of which 11 are listed in the
new regulations, should not be subject
to; the requirements of this section. In-
stead, a list of all committees and other
groups of these associations would be
included in the public file on standard-
setting activities so that agency partici-

pation in these matters would be a
matter of public record.

PUBLIC CAL NDARS (§ 2.22)

Proposed § 2.22 would provide for two
types of public calendars to be dissemi-
nated weekly: A prospective calendar of
public proceedings that would contain
all public meetings and similar events
for the following 4 weeks, and a retro-
spective calendar of private meetings of
top.agency officials for the previous week
with persons outside the Federal govern-
ment.

The prospective calendar would con-
tain public meetings, conferences, hear-
ings, advisory committee meetings, semi-
nars, and other public proceedings of
the Food and Drug Administration, as
well as significant public events involv-
ing the agency, such as congressional
hearings and court cases. It would not
contain future private meetings or simi-
lar nonpublic events, or public events of
organizations other than the Food and
Drug Administration In which agency
employees participated. It Is the opinion
of the Commissioner that inclusion of
such meetings and events would neces-
sarily be incomplete and inaccurate be-
caluse of the need to schedule or cancel
meetings or agenda Items on short no-
tice, and would serve no useful purpose
because others would not be entitled to
attend private meetings and would in
any event be able to obtain memoranda
of meetings shown on the retrospective
calendar to the extent permitted by the
public Information regulations contained
in 21'CFR Part 4 and the.regulations
referenced therein.

The retrospective public calendar
would contain, for the preceding week,
all of the meetings with persons outside
the Federal government and other slg-
nificant events involving designated top
officials of the Food and Drug Adminis-
tration. The agency officials subject to
this requirement are set forth in pro-
posed § 2.22(b) (3).

The Commissioner has concluded that
the retrospective public calendar should
include all personal meetings, but might
or might not include oral discussions by
telephone at the option of the official
making the report. Any meeting with an
onsite contractor, e.g., at the National
Center for Toxicological Research, would
not have to be included because of the
mpracticalities involved. Meetings with
other persons in the Federal government,
e.g., with an official of another govern-
ment agency or a member of Congress,
would not be shown on tht retrospective
public calendar regardless of whether
those other persons had also invited to
the meeting persons from outside the
Federal government.

The regulation would provide that
meetings with the working press al-o
would not be included in the rptrospec-
tive calendar at this time. This issue was
closely debated within the Food and
Drug Administration, and there s a con-
trariety of views onlt. Some agency of-
ficials believe that, because of the unique
status of the press n this country, such

discussions should not be required to be
made a matter ofqpublic record. Other
agency officials strongly believe that the
same principles should apply to the
working press as to any other member of -
the public, with respect to meetings and
discussions. The Commissioner proposes
that, for purposes of these regulations,
the working press be exempt on an
Interim basis. The Commissioner partic-
ularly invites comment on this aspect of
-the regulations so that a determination
can be made on the matter.

Finally, the Commissioner recognizes
that meetings which would prejudice
law enforcement activities, or would in-
vade privacy, are properly excluded from
the retrospective public calendar, and
the regulations would so provide.

REPsruTATION BY AN oHoAIZATI0oN
(§2.23)

It is common practice for organiza-
tions to represent their mehnbers by filing
petitions, comments, objections, and
otherwise participating in any a-minis-
trative proceeding of the Food and Drug
Administration. The Commissioner be-
lieves that this is an entirely proper
function and that it serves very useful
purposes.

At the same time, the Commissioner
believes that, when a trade association
participates in the administrative proc-
ess in this way, such representation is
properly interpreted as expressing the
viewpoint of all of the members of the
trade association except those specifi-
cally excluded by name in any submis-
sion. Accordingly, proposed § 2.23(b)
would require that every submission
either attach a list of the members of
the trade association or refer to such
a list that is placed on permanent file
with the Hearing Clerk and is kept cur-
rent by the trade association. In this
way, the representation of the trade
association would be made a matter of
public record.

When a trade association filed an ob-
Jection or request for hearing in a pro-
ceeding that permits an opportunity for
a formal evidentiary public hearing, all
subsequent action by the association
with respect to such matters would bind
each member except to the extent that
that member independently filed its own
objection or request for hearing or was
otherwise specifically excluded from rep-
resentation by the trade association in
the matter, in which case its rights would
be entirely separate and distinct.

It has been common practice for trade
associations and other organizations to
file declaratory judgment actions or
other Judicial review proceedings on be-
half of their members to determine the
legality of Food and Drug Administra-
tion action. Again, the Commissioner be-
lieves that such activity Is entirely proper
and serves a useful public purpose. In the
opinion of the Commissioner, a trade as-
soclation or other membership organiza-
tion has standing in the courts to repre-
sent its membership in such matters, and
the Food and Drug Administration would
not interpose procedural objections to
such standing.
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In the past, howevet, after a trade
association has obbained an adverse
judicial interpretation with respect to a
particular issue, its members have con-
tinued to litigate the matter in sepa-
rate judicial proceedings. For example,
after the Pharmaceutical Manufacturers
Association unsuccessfully challenged
agency regulations governing adequate
and well-controlled clinical investiga-
tions in Pharmaceutical Manufacturers
Ass'n v. Richardson, 318 F. Supp. 301
(D. Del. 1970), and did not appeal that
adverse determination, individual PMA
members continued to litigate the same
issues in courts throughout the country,
and ultimately in the Supreme Court.
Thus, the benefit of the initial represent-
ative legal action by the trade associa-
tion to settle an issue on behalf of its
members has been wholly destroyed, and
litigation has proliferated, wasting pub-
lic resources without the benefit of a de-
finitive decision. The Commissioner be-
lieves that such proliferation is contrary*
to the public interest and to the purpose
of such litigation, and that a determina-
tion in any suit involving a trade associa-
tion properly binds all members of the
association and precludes further litiga-
tion of the same issues by any associa-
tion member.

In the future, the Commissioner in-
tends to take two independent steps
to assure that representative actions
brought by trade associations or other
organizations on behalf of their mem-
bers settle issues and preclude further
litigation by the membership. First, the
Commissioner will take appropriate legal
measures in such cases to have the case
brought or considered as a class action
or otherwise as binding upon all mem-
bers of the association or organization
except those explicitly excluded by.
name. Second, regardless whether the
case is brought or considered as a class
action or as otherwise binding upon all
members, the Commissioner will take the
position in any subsequent suit involving
the same issues and any member of the
association or organization not explicitly
excluded by name from the prior suit
that such issues are precluded from fur-
ther litigation by such member pursuant
to the doctrines of collateral estoppel or
res judicata. Accordingly, proposed § 2.23
(c) gives adequate notice to all trade
associations or organizations and their
membership that future litigation by the
association or organization will have this
legal effect. See, e.g., Abbott Laborato-
ries v. Gardner, 387 U.S. 136, 154-156
(1967), National Automatic Laundry and
Cleaning Council v. Schultz, 443 F. 2d
689, 704 (D.C. Cir. 1971), and Acree v.
Air Line Pilots Ass'n., 390 F. 2d 199, 202
(5th Cir. 1968).

SETTLEMENT PROPOSALS (§ 2.24)

The Commissioner wishes to encourage
settlement of issues without hearings and
litigation wherever this is feasible. Ac-
cordingly, proposed § 2.24 would provide
that settleinent proposals and related
matters could be raised by any person
at any point in any administrative pro-
ceeding, and that unaccepted proposals

of this nature would not be admissible
in evidence in any Food and Drug Ad-
ministration proceeding. The Food and
Drug Administration would oppose ad-
mission of such proposals in any other
administrative or court proceeding. Thus,
settlement could be proposed without
fear that it would later be used against
the individual to imply that he did not
have confidence in his case or was will-
ing to concede the incorrectness of part
of his position. The Commissioner rec-
ognizes that all settlement involves com-
promise on the part of'all persons in-
"volved, and unless this protection is
granted the possibility of settlement
would be severely diminished.

On the other hand, where a compro-
mise is accepted, it may well be necessary
to submit the various settlement pro-
posals and related matters in evidence
in an administrative or court proceeding
in order adequately to explain the com-
promise reached. Proposed § 2.24 there-
fore would apply only to unaccepted pro-
posals for settlement.

WAIVER, SUSPENSION, OR MODIFICATION

OF PROCEDURAL REQUIREMENTS (§ 2.25)

The Commissioner is *of the opinion
that it is important to establish detailed
procedural rules for the various public
hearings conducted by the-agency. With-
out such rules, which are set forth in
proposed Subparts B through F, neither
the presiding officers nor the participants
would hive sound guidance on how to
proceed, and the uncertainty and qon-
fusion that would 'prevail would sub-
stantially hinder the progress of these
hearings.

By providing such detailed regulations,
on the other hand, there is the danger
that, on occasion, variations will be nec-
essary. The Commissioner recognizes that
the procedural requirements for these
hearings must have sufficient flexibility
to be workable in a wide variety of situa-
tions. It ;is simply not possible to take
account of all reasonable variations and
exceptions that have occurred in the
past and will occur in the future. Accord-
ingly, § 2.25 would provide that the Com-
missioner or the presiding officer in any
such hearing could modify any proce-
dural requirement with respect to a par-
ticular hearing to assure a fair and effi-
cient hearing, where this would serve the
interests of justice and not prejudice any
participant.

FORMAL EVIDENTIARY PUBLIC HEARINGS
(SUBPART B)

Proposed Subpart B would establish
the requirements applicable to those
situations where there is a statutory
right to an opportunity for a hearing
"on a record," i.e., a formal evidentlary
trial-type public hearing, usually before
an administratve law judge, or where
the Commissioner concludes, in his dis-
cretion, that such an opportunity should
be provided. The statutory provisions
under which such an opportunity would
be granted are listed In § 2.12(c) (1)
through (18). Proposed Subpart B would
replace former Subpart F of Part 2 and
the provisions in other parts of the regu-
lations relating to such specific matters

as food additives and new drugs, which
now govern formal agency hearings.

Section 701(e) of the act originally re-
quired a formal evidentlary public hear-
ing for every regulation promulgated
pursuant to that section, regardless
whether any controversy existed on the
matter. Because this inflexible require-
ment was obviously unworkable, it was
amended to require a hearing only upon
receipt of objections and a request for
a hearing. See Pub. L. No. 83-335, 68
Stat. 55 (1954) and Pub. L. No. 84-905,
70 Stat. 919 (1956). The courts have since
narrowed the requirement for a hearing
still further, as reflected in the provisions
of proposed § 2.113(b), discussed below,

One commentator has pointed out that
"some of this country's gravest adminis-
trative deficiencies stem from lawyer-
induced overreliance on courtroom meth-
ods to cope with problems for which they
are unsuited." Gellhorn, Administrative
Procedure Reform; Hardy Perennial, 48
Am. Bar Ass'n. Journal 243 (March
1962). Largely as a result of lengthy
trial-type hearings on the regulations
for special dietary foods and peanut but-
ter, there has been virtually unanimous
criticism of the way in which section
701(e) has been utilized. See, e.g., Byer-
ley, Rx for Administrative Ills: Simplifi-
cation, Association of Food & Drug o0n-
cdals of the United States Quarterly
Bulletin, Vol. 34, No. 1, p. 17 (January
1970); Note, FDA Rule-making Hear-
ings: A Way Out of the Peanut Butter
Quagmire, 40 Geo. Wash. L. Rev, 720
(1972). In 1971, the Administrative Con-
ference of the United States released a
report on the agency's use of formal
hearings in which a number of recom-
mendations for improvement were made.
See Hamilton, Rulemaking on a Record
by the Food and Drug Administration, 50
Tex. L. Rev. 1132 (1972). Subsequently,
the Administrative Conference has also
issued a report and recommendations
suggesting modification of the present
statutory requirements for formal hear-
ings. See Hamilton, Procedures for the
Adoption of Rules of General Applica-
bility: The Need for Procedural Innova-
tion in Administrative Rulemaking, 60
Cal. Law R. 1276 (1972) and Crampton,
Causes and Cures of Administrative De-
lay, 58 American Bar Ass'n. Journal 037
(September 1972).

At about the same time, the American
Bar Association appointed a special com-
mittee to consider the agency's hearing
procedures, which also issued a report
and recommendations. See Pendergast,
The Diagnosis and Treatment of FDA
Hearings, Association of Food & Drug
Officials of the United States Quarterly
Bulletin, Vol. 34, No. 1, p. 23 (January
1970). These various reports and recom-
mendations have been widely discussed.
See, e.g., Hamilton, Rulemaking on a
Record, 26 Food Drug Cosmetic Law
Journal 627 (December 1971); Goodrich,
A Reply to Professor Hamilton's Com-
ments and Recommendations for Pro-
cedural Reform, 26 Food Drug Cosmetic
Law Journal 039 (December 1971).

The Commissioner has carefully con-
sidered all of the comments and sugges-
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tions made in the course of these reports
and discussions. Many are incorporated
into these proposed regulations.

During the same period, the courts
have realized that the use of a formal-
evidentiary Public hearing is not always
appropriate for agency decisionmaking.
In American Airlines, Inc. v. Civil Aero-
nautics Board, 359 F. 2d 624, 629 (D.C.
Cir. 1965), cert. denied, 385 U.S. 843
M1966), the court noted that "rulemaking

is not to be shackled, in the absence of
clear and specific congressional require-
ment, by importation of formalities de-
veloped for the adjudicatory process and
basically unsuited for policy rulemak-
ing." In Marine Space Enclosures, Inc. v.
Federal Maritime Commission, 420 F. 2d
577, 589-590 (D.C. Cir. 1969), it was sug-
gested that, in appropriate situations, a
formal evidentiary public hearing "may
usefully approach the legislative rather
than the adjudicatory model.," In Walter
Holm & Co. v. Hardin, 449 F. 2d 1009,
1016 (D.C. Cir. 1971), the court stated
that "Thiszrequirement of hearing is not
shackled by rigidities of procedure that
may stultify the regulatory program."
More recently, in Cooper Laboratories,
Inc. v.-Commissloner, 501 F. 2d 772, 792-
793 (D.C. Cir. 1974), it was suggested
that the hearing required by the Federal
Food, Drug, and Cosmetic Act with re-
spect to withdrawal of approval of an
NDA "need not borrow the character-
-stics of conventional courtroom contro-
versy, burdened with~the Impedimenta
of -the kind of arcane questions with
which lawyers often bedeyll expert wit-
nesses," but rather "can perhaps best be
provided by an on-the-record confer-
ence-heaxing procddure, modeled on con-
ference discussions between lawyers and
experts."

Thus, the Commissioner has recognized
that, in those situations where complex
scientific andmedical issues are involved,
a searching scientific inquiry conducted
by independent experts may well be more
appropriate to resolve the matters in-
volved than a formal evidentiary public.
hearing. Use of a public hearing before
a Board of Inquiry pursuant to Subpart
C, or a public hearing before a public
advisory committee pursuant to Subpart
D, would therefore be authorized. Sim-
ilarly, where a legislative-type public
hearing before the Commissioner pur-
suant to Subpart E would be appropriate
to consider broad policy issues, the pro-
posed regulations would provide for this
mechanism.

The courts have recently sustained the
use of' section 701(a) of the act for sub-
stantive rule making, in addition to sec-
tion 701(e),'so that the Food arid Drug
Administration "may follow streamlined
procedures designed to avoid the endless
delays that have tended to paralyze ad-
judicatory hearings and render them in-
effective as a means of utilizing agency
expertise." See National Nutritional
Foods Ass'n. v. Weinberger, 512 F. 2d 688,
697 (2d Cir. 1975). As the Court stated in
that case, which involved an agency rule
making proceeding with respect to the
safety of vitamins A_ and D, "Since the
decision did not turn on precise factual

issues or on the credibility of witnesses
but represented a Judgment based upon
consideration of rblevant medical and
scientific data, we doubt that a trial-type
adversary hearing would have shed any
further light on the question ". There has been substantial concern en-
pressed in recent years about the need
for development of more appropriate pro-
cedures than trial-type hearing for re-
solving difficult scientific Issues. See. e.g.,
Hall, A. "I * Diet Wholesome, But Not
Excessive," Food Technology, VoL 27, No.
7, p. 61 (1973) and Katz, One Profes-
sion's Finding of Fact Is not Necessarily
Another's, 22 National Academy of Sci-
ences News Report, No. 6, pp. 4-5 (June-
July 1972). The Commissioner believes
that a Public Board of Inquiry or a pub-
lic advisory committee represents a feas-
ible approach to this problem, combining
the features of traditional scientific in-
quiry with the need of the law to develop
a full record on which to base the Com-
missloner's decision and subsequent Ju-
dicial review. The Commissioner is hope-
ful. that the flexibility provided by the
range of procedures available under the
proposed regulations would be fully uti-
lized by the public and the regulated n-
dustries to avoid inappropriate use or
abuse of formal trial-type hearings.

SCOPE OF SUBPART (0 2.100)

Proposed Subpart B would be applica-
ble both to adjudicatory and to rule miik-
ing proceedings subject to the require-
ments for a formal evidentiary public
hearing in the Administrative Procedure
Act, 5 U.S.C. 554, 556, and 557. For the
most part, the procedures are identical
in both situations. In a few instances,
however, the proposed regulations would
provide different provisions for thece two
types of bearings.

In addition to formal evidentlary pub-
lic hearings required by statutethe Com-
missioner could also, in his discretion.
hold such a hearing with respect to any
matter where he concluded that It would
be in the public interest. Thus, even if a
formal evdentiary hearing were re-
quested but not Justified pursuant to the
proposed regulations, the Commsioner
could order that a hearing beheld on the
matter pursuant to this Subpart If he
concluded that there were sound public
policy reasons for doing so.
nITIATION OF A FORMAL EVIDEr11ART Pus-

0IC HEARX;G I NOLVING THE ISSUArCE,
AMEfIMENT, OR REVOCATION OF A REGU-
LATIONT (§ 2.110)
Proposed § 2.110 would govern initia-

tion of a formal evidentlary public hear-
Ing involving rule making. The statutory
provisions covered by this section are Eet
out in proposed § 2.12(c) (1) through
(15).

In general, rule making that would be
subject to an opportunity for a formal
evidentlary public hearing pursuant to
§ 2.12(c) (1) through (15) Is no differ-
ent than rule making that Is subject only
to the notice-and-comment procedures
under 5 U.S.C. 553 and § 2.10 of the pro-
posed regulations, up through promulga-
tion of the final regulations. After publl-

cation of a final regulation subject to this
-Subpart, however, any person who would
be adversely affected would have 30 days
within which to file written objections
and a request for a formal evidentiary
public hearing.

The Commissioner notes that section
701(e) of the act and the other related
statutory provisions explicitly provide 30
days within which objections and re-
quests for hearing maybe submitted. The
Commissioner has no legal authority to
extend this time period. In the past, many
persons have requested, and been denied,
an extenslon of this 30-day period. Ac-
cordingly, the proposed regulations would
explicitly provide that this 30-day period
shall not be extended by the Commis-
sioner.The statutory provisions relating to
color additives and food additives are
somewhat different from those for other
regulations subject to this Subpart, Un-
der sections 409 and 706 of the act, the
notice of filing of a petition published in
the FEDERAL RETzR takes the place of
the customary proposal, and thereafter
the final order Is published with time for
objections and a request, for hearing but
no time for additional comment. Under
§§ 8.9 and 121.51(h) (21 CFR 8.9 and
121.51(h)), as established in the recently
promulgated public information regula-
tions, the Commissioner will make avail-
able for public disclosure all safety and
functionality data relating to any color
additive or food additive at the time of
filing of the petition, so that public cor-
ment caa be prepared meaningfully and
submitted prior to publication of the final
regulations.

Similarly, the statutory provisions re-
lating tonew animal drug regulations ex-
plicitly eliminate the need for a proposal
before promulgating a final regulation.
Under section 512(i) of the act, a new
animal drug regulation ispromulgatedby
notice, which upon publication- in the
FEram REozra is effective as a
regulation.

For many years, it has ben customary
to promulgate technical amendments to
antibiotic monographs as final regula-
tions rather than as proposals because
they usually involve only technical con-
siderations rather than policy Issues. are
prepared in consultation with the manu-
facturers who muzt meet them, and hx-
pose new safety requirements in the
public interest. The proposed regulations
would permit the continuation of this
practice under these circumstances.
Where controversy or significant; policy
Issues exist, such amendments would be
published as proposals unless public
health considerations required that they
be made effective Immediately.
IN===TOZ Ws A FORMAL EVIDTIITARY Pun-

LW EAMNG 3LVOL=rG =MNL&
AMENDMI.T, Or Er-OC&C=1.Z 0' AN ODER
0 2.12)

Proposed §2.111 would govern the
Initiation of a formal evidentary public
hearing that is adjudicatory in nature-
The statutory provisions involved are set
out In proposed 1 2.12(c) (16) through
(18), and relate to approval or with-
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drawal of approval of new drugs, new
animal drugs, and biological licenses.

In these circumstances, the Comlis-
stoner would issue a notice of opportunity
for hearing on any proposal to take ad-
verse action with respect to the partic-
ular'matter involved. The applicant for
or holder of the order in question, and
all other persons subject to the notice,
e.g., the manufacturer of an identical,
related, or similar drug that is covered by
the order, would have 30 days after the
issuance of the notice within which to
request a formal evidentiary public hear-
ing on the matter.

The Commissioner notes that, pursu-
ant to the statutory provisions involved,
only specified persons would have the
legal right to exercise the opportunity
for a hearing on these matters. Unlike
the situation involved in public rule mak-
ing, where every member of the public is
entitled to an opportunity for a hearing,
the statute explicitly states that only the
persons directly affected by the agency
action, i.e., those who hold or are covered-
by the license involved, have an oppor-
tunity for a hearing with respect to the
matters involved under these three statu-
tory provisions. Thus, for example, a
physician has no legal right to a hearing
to contest withdrawal or approval of a
new drug.

Nonetheless, the Commissioner could,
in his discretion, grant a formal eviden-
tiary public hearing, or some other type
of public hearing, e.g., a public hearing
before the Commissioner pursuant to
proposed Subpart E, upon the request of
any interested person even though he-
may not have the statutory right to a
hearing. The Commissioner would con-
sider any request for a hearing involving
a new drug, new animal drug, or biologics
license, even though the person submit-
ting the request had no statutory oppor-
tunity for a hearing on the matter
involved.

Specific provisions are included in
other sections in agency regulations re-
lating to a request for hearing upon ad-
verse action relating to new drugs, new
animal drugs, and biological licenses; i.e.,
§§ 314.200, 514.200, and 601.7(a). The
proposed regulations cross-reference
these existing provisions.

FILING OBJEcTIONS AND REQUESTS FOR A
HEARING ON A REGULATION OR ORDER
(§ 2.112)

Section 2.112 of the proposed regula-
tions specifies with particularity the form
in which objections to agency action and
requests for a hearing must be submit-
ted. In general, each objection must be
separately numbered and, If a hearing is
requested on It, accompanied by a de-
tailed description and analysis of the
specified factual information Intended -to
be presented In support of the objection
If a hearing is held. Under proposed
§ 2.113(b) (6), the failure to follow this
form, or to file It within the time period
specified, would result in denial of a
hearing. As discussed in paragraph 16
of the preamble to the hearing regula-
tions for new drugs and antibiotics pub-
lished In the FEDERAL REGISTER of March

13, 1974 (39 FR 9750), it is not necessary
to submit unfavorable data and infor-
mation in requesting a hearing, but if
E hearing is granted such unfavorable
data and information would be required
to be Submitted pursuant to proposed
§ 2.153 (a) (2) and (b).
RULING" ON OBJECTIONS AND REQUESTS FOR

HEARING (§ 2.113)

Based upon any objections or requests
for hearings filed pursuant to proposed
§§ 2.111 and 2.112, the Commissioner
would have a number of options to pur-
sue. First, he could modify or revoke the
regulation or order involved. Second, he
could order a. formal evidentiary public
hearing or an alternative form of hear -
ing on the matter. Third, he could deny
any hearing as unjustified and let the
regulation or order stand unmodified.

Proposed § 2.113(b) sets out the cri-
teria under which the Commissioner
could determine whether a request for
hearing has been justified. The Commis-
stoner believes that these criteria accu-
rately reflect the legal standards enun-
ciated by the courts in litigation on these
matters during the past few years. See,
e.g., Weinberger v. Hynson, Westcott &
Dunning, Inc., 412 U.S. 609, 620-622
(1973); Cooper Laboratories, Inc. v.
Commissioner, 501 F.2d 772, 776-777, 780
n.22 (D.C. Cir. 1974); Hess & Clark v.
Food & Drug Administration, 495 F.2d
975, 982-985 (D.C. Cir. 1974) ; Gulf States
Utilities Co. v. Federal Power Comm'n.,
411 U.S. 747, 772-775 (1973); Federal
Power Comm'n. v; Texaco, 377 U.S. 33,
39-41 (1964); United States v. Storer
Broadcasting Co., 351 U.S. 192, 202-205
(1956); Municipal Light Boards v. Fed-
eral Power Comm'n., 450 F.2d 1341, 1345-
1346 (D.C. Cir. 1971); Citizens for Alle-
gan County, Inc. v. Federal Power
Comm'n., 414 F.2d 1125, 1128-1129 (D.C.
Cir. 1969); Total Telecable, Inc. v. Fed-
eral Communications Comm'n., 411 F.2d
639, 641-642 (9th Cir. 1969); Virginia
Electric & Power Co. v. Federal Power
Comm'n., 351 F.2d 408, 410 (4th Cir.
1965); and Dyestuffs and Chemicals, Inc.
v. Flemming, 271 F.2d 281, 286-287 (8th
Cir. 1959), cert. denied, 362 U.S.,911
(1960).

To justify a hearing, there must be a
genuine and substantial issue of fact for
resolution at the hearing. If there are
only policy or legal issues involved, rather
than factual .issues, there Is no require-
ment that A hearing be held on the
matter.

The factual issue must, moreover, be
capable of being resolved by available
and-specifically identified reliable evi-
dence. A request for hearing accompa-
nied only by general allegations or de-
nials or descriptions of contentions would
not be suflcient to justify, a hearing.
Such a request would have to be accom-
panied by a detailed description and
analysis of the specific factual informa-
tion intended to be presented in the event
that a hearing were held, not by general
allegations. The failure to identify reli-
able evidence to be presented at the
hearing would result in a decision that
the hearing had not been justified.

The specific evidence identified in a re-
quest for hearing must be adequate to
Justify resolution of the factual issue in
the way sought by the person submitting
the request. If the Commissioner con-
cluded that, even assuming the truth and
accuracy of all of the data and informa-
tion submitted in support of the objec-
tion and request for the hearing, they
are insufficient to justify the factual de-
termination urged, there would be no
issue of fact remaining and thus no point
whatever in conducting a hearing on the
matter. For example, an allegation that
a regulation may have a particular eco-
nomic impact could be accepted by the
Commissioner as factually true, without
the need for a hearing, and still not re-
quire any change in the regulation in-
volved. Summary disposition of the mat-
ter would be clearly warranted at that
stage of the proceeding. If, on the other
hand, the data and Information sub-
mitted were on their face sufficient to
justify the factual determination urged
and the Commissioner would change the
regulation or order if such facts were
proved to be true, a hearing on the issue
would be warranted. Thus, a hearing
would be denied only where there was
no relevant factual issue in dispute.

Resolution of the factual issue In the
way sought by the person must be ade-
quate to justify the relief requested in
the objections and requests for hearing,
Irrelevant factual contentions that are
not -determinative or controlling with re-
spect to the relief requested would not
justify a hearing. In some instances in
the past, the Commissioner has received
requests for a hearing on food standards
which fail to include a product, but which
do not exclude or otherwise affect that
product. Under these circumstances, a
hearing is not justified. Whenever there
Is an effect upon a product, however, a
hearing may be justified. See, e.x.,-A, 1i,
Staley Mfg. Co. v. Secretary of Agri-
culture, 120 F.2d 258 (7th CIr. 1941).

The action requested must not, on Its.
face, be inconsistent with or In violation
of any provision of the act or in any
agency regulation particularizing the
statutory standards. Instead of request-
ing a hearing under these circumstances,
the proper procedure for the person to
follow is to request an amendment or
waiver from the regulation involved. For
example, the :Food and Drug Admirs-
tration is presently engaged in rule mak-
ing proceedings to establish monographs
for OTC drug products and for biological
products. Once those monographs are
promulgated and made effective, ,now
drug applications and biological licenses
which are iret in conformity with the
monographs will be revoked or required
to be amended to be consistent with the
monograms. Hearings would not be
granted with respect to such revocation
or amendment, since the issue would al-
ready have been decided in the rule mak-
Ing proceeding. The proper procedure for
any aggrieved manufacturer would be to
request an amendment of or waiver from
the monograph.

In some instances, a request for hear-
Ing may present a close question as to
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whether a hearing is Justified, or the
Commissioner may otherwise be uncer-
tain as to whether the public interest
justifies a hearing. In such circum-
stances § 2.113 (d) would provide that the
Commissioner may serve upon the party
involved a proposed order denying a
hearing, and the party would have 30
days within which to respond with Jus-
tification for the hearing.

MoDIFICATIoN OR REVOCATIOI OF
REGULATIor OR ORDER (§ 2.114)

Based upon objections or a request for
hearing, the Commissioner could modify
or revoke the regulation or'order in-.
volved, in whole or In part. Such modifi-
cation or revocation would be accom-
plished through a further FEDERAL RExGr-
TE notice. Thereafter, further objections
or requests for hearing would be sub-
mitted with respect to such modification
or revocation, but not with respect to any
other provisions in the regulation or or-
der involved. Such other provisions would
become final upon expiration of the orig-
inal 30 days provided for objections or
requests for hearing, and could not
thereafter be reopened except upon fur-
ther notice by the Commissioner spe-
cifically reopening them.

DENIAL OF FORMAL EVIDETARY PUBLI-
EnEARTG IN WHOLE OR IN PART ( 2.115)

Where the Commissioner concluded
that a formal evidentlary public hearing,
or -the alternative-form of hearing re-
quested, was not Justified, proposed
§ 2.115 would require that he issue a no-
tice of such determination In the FED-
RAL REGisIER. In accordance with pre-
sent procedure and applicable case law,
any such determination would specify
the reasons therefor.

Proposed § 2.115(b) specifies the rec-
ord of the administrative proceeding.
That administrative record would con-
stitute the exclusive record for the Com-
nissioner's decision, and the record upon

which subsequent court review of the•denial of a hearing could be obtained.
In some instances, a request for hear-

ing could be granted on some Issues and
denied on others. Under these circum-
stances, the denial would constitute final
agency action on that matter, and would
be subject to judicial re'iew pursuant to
the specific statutory provisions relat-
ing to that subject matter. The time for
filing a petition for judicial review
would begin to run.on the date of publi-
cation in the FEDERAL REGIsTER of the
Commissioner's determination denying a
public hearing on those particular issues.
The failure to file such a petition within
the time period established by the specific
statutory provisions, governing the mat-
ter would constitute a waiver of the right
to judicial review of those particular is-
sues at any later time, regardless whether
a hearing had been granted on other is-
sues. In this way, there would be prompt
judicial review of any partial denial of a
hearing. In the event that a reviewing
court concluded such- denial to be im-

-proper, the issues involved could then be
added to the hearing before it was con-
cluded.

JUDICIAL REVIEW AFTER WAIVER OF IMADXK
ON A REGULATION (f 2.116)

In the past, -It has been assumed that
any person who wishes to obtain Judicial
review of the Commissioner's decision
on a final regulation which is subJect to
an opportunity for a hearing must re-
quest a hearing, and- go through the
entire hearing process, before he may
obtain such review In the courts, The
Commissioner concludes that this Is "b
wasteful prdcedure that is not required
by the statute. Accordingly, proposed
§ 2-116 provides a procedure under which
Judicial review could be obtained on
any regulation which is subject to an
opportunity for a formal evidentiary
public hearing without the necessity of
requesting or conducting such a hearing.

Under this procedure, the Interested
person need submit only an objection to
the final regulation involved. After the
Commissioner Issued a. notice In the FzD-
-ARx rsm ruling upon any such ob-
Jection, the person could then appeal the
Commissioner's ruling on that objection
to a United States Court of Appeals pur-
suant to the applicable statutory provi-
sions In the act. The record for review
would be the administrative record of the
proceeding designated In the proposed
regulations.

The Commissioner notes that this
procedure would not be available where
a hearing Is in fact requested and Justi-
fled on the particular matter involved by
some other person. Under those circum-
stances, since the matter would be the
subject of a formal evidentiary hearing
or an alternative form of hearing, it
would be Impermissible to have it also
subject to Immediate court review while
the Issue Is being reviewed in a hearing.
If a liearing were requested and Justified
on an unrelated aspect of the matter,
however, immediate court review of an
adverse ruling on- an objection could
and indeed should, be obtained pursu-
ant to this new procedure. The failure
to file a petition for court review within
the statutory time period after the Com-
missioners determination rejecting the
objections would constitute a waiver of
Judicial review on those oblections.

This procedure Is quite similar to the
procedure used for review of regulations
issued by the Commissioner under aec-
tion 701(a) of the act which are review-
able in the courts under the Administra-
tive Procedure Act, 5 U.S.C. 701 et seq.,
except that the statutory provisions of
the act permit direct review In a United
States Court of Appeals rather than in
a United States District Court, The rec-
ord for review upon such appeal would
be, however, the same record in both In-
stances, Le., the administrative record
compiled before the Commisioner onthe
basis of which he made his decislon.

The Commissioner concludes that this
procedure would substantially expedite'
matters by eliminating the necessity for
a public hearing prior to court review
of any matter on which an interested
person wishes to lnsti.ute legal challenge
It would provide a fair and efficient pro-
cedure for such challenge, without bur-
dening both the party involved and the
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Food and. Drug Administration in a
needless public hearing. The courts
would moreover, have a full administra-I
ttve record to review, even without the
public hearing. That record would con-
sist of all of the relevant FEDERAL RE.-
rsrra notices, a full articulation of the,
Commissioner's declsion. Including thei
reasons for his rejection of the objections,
filed to the final regulation, and all of'
the data adid Information on which the'
Commissioner and the other par'es to
the matter relied. The reviewing courts'
determination of whether the Comms-
sione-rs decision were supported by sub-,
stantial evidence of record in this in-,
stance vould therefore be no more dif-1
filcult, and indeed-probably no different ,
than Its determination after a pubiJc
hearing was held on a matter. s

RtEQUEST FOR ALTZRNASIV FOPM OF PUBLIC,
EMARMG (0 2.11 )

For the reasons already noted above..
the Commissioner Is of the oplion that;
It Is Important to establish alternative
forms of public hearings in addition to:
the formal evident ary public hearing
provided in Subpart B of the proposed
regulations. Proposed 12.117 would pro-
vide that a person who had a right to:
an opportunity for a formal evdentiaryi
hearing could waive that opportunity
and, in lieu thereof, request a public
hearing before a Public Board of Inquiry
pursuant to Subpart C, a public hearing
before a public advisory committee
pursuant to Subpart D, or a public hear-',
Ing before the Commissione Pursuant; to
Subpart E. Such a waiver could, but
would not have to, be conditioned upon
the grant of one of these alternative
forms of hearing. Such a request could be
on his own initiative or at the suggestion
of the Commissioner. The Commissioner
anticipates that, in many instances, such
a person would request's hearing under
Subpart B and then indicate his willing-:
ness to waive that right to a hearing,
conditioned upon the use of an slterna-'
tive form of hearing. A request for an
alternative form of hearing could be flied
by the Hearing Clerk In the same ad-'
ministrative file as any related objec-1
tions and request for hearing under Sub-
part B. I

It is the opinion of the Cominssoner i
that an alternative form of hearing,
would be used only where all persons
who had a right to a formal evidentiary
public bearing, and who had Justified'
such a hearing, agreed to the alternative
form. Under recent case lavr; it is clear
that an alternative form of hearing could
in many ins-t4hes be required even with-i
out the consent of the parties. The Com-
missioner believes, however that it will,
be unnecessary to resort to this type of.
requirement, and that parties to a hear-
ing would readily agree to the form ofl
hearing that would resolve the issue most;
expeditiously. Should this not occur,'
however, the Commissioner would re-
consider this portion of the proposed'
regulations and might require use ofi
alternative forms of hearings where they
were more appropriate under the ci-
cumstances Involved
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The Commissioner could, of course,
determine to hold an-alternativeform of
public hearing even where the formal re-
quirements for Justifying a formal evi-
dentiary public hearing had not been
fully satisfied. Where close questions
arose with respect -to justification for a
formal evidentiary public hearing, it
could well be In the best interests of all
parties to agree to the use of an alterna-
tiva form of hearing rather than to con-
duct litigation on the question whether a
formal evidentlary public hearing had
been Justified.

If the Commissioner determined that
an alternative form, of public hearing
should be used, a FEDERAL REGISTER notice
would be published setting forth all of the
pertinent information relating to the
hearing, including any provision of the
regulation or order which had been
stayed, the issues to be considered at the
hearing, and similar matters. If the hear-
ing were to be conducted by a Public
Board of Inquiry or a public advisory
committee, the notice would state
whether the findings and conclusions re-
sulting from the hearing would be
handled as a recommended decision or as
an initial decislon.

NOTICE OF HEARING; STAY OF ACTION
(§2.118)

If the Commissioner determined that a
request for hearing justified a formal
evidentiary public hearing, he would
have to issue a notice of that determina-
tion in the FEDERAL REGISTER, setting
forth all relevant Information about the
hearing, such as a statement as to which
parts, If any, of the regulation or order
Involved are stayed pending the hearing,
the parties to the hearing, the issues to
be considered at the hearing, whether
the presiding officer will prepare a rec-
ommended decision or an initial decision,
and similar matters. The presiding officer
end the time of the prehearing confer-
ence could be included In the notice of
hearing or be published in a later notice.

The Commissioner notes that the vari-
ous provisions of the act that would be
subject to proposed § 2.12 and Subpart B
'state different requirements with respect
to whether a regulation or drder is auto-
matlcaly stayed pending a public hear-
Ing. All regulations and orders subject to
sections 505 and 701(e) of the act are
automatically stayed by the filing of

!proper objections and requests for A
hearing. Under section 409 of the act, the
Commissioner has discretion to stay or
not to stay a food additive regulation
pending a hearing. Neither section 507 of
the act nor section 351 of the Public
Health Service Act provides for a stay of
an antibiotic or biologic regulation or
order pending a hearing, and accordingly
the Commissioner also has discretion to
grant or deny a stay under these provi-
sions. Where the Commissioner has dis-
cretion to consider a stay, any request
for a stay pending a hearing would have
to be submitted' pursuant to proposed§ 2.9,

The statement of the factual issues
raised by the objections or requests for
hearings contained In the notice of hear-

PROPOSED RULES

!i would -determine the scope of the
hearing. Although the presiding officer
could revise or restate the issues, he
could not add other Issues or delete any
of those Issues contained in the notice of
hearing.
EFFECTIVE DATE OF A REGULATION (§ 2.119)

If no objections were filed and no hear-
ing requested, the regulation would be-
come effective as specified in the notice
promulgating it, and the Commissioner
would publish an appropriate notice in
-the FEDERAL REGISTER confirming the
effective date of the regulation involved.
Based upon additional information, the
Commissioner could also extend the time
for compliance with the new regulation.

EFFECTIVE DATE OF AIN ORDER (§ 2.120)

If no hearing' were requested in re-
sponse to a notice of opportunity for
hearing, the Commissioner would pub-
lish a final order withdrawing approval
of the NDA, NADA, or biologics license
involved. Such withdrawal could, of
course, involve the entire approval or
only a portion of it, e.g., elimination of a
single Indication from labeling. The final
order would establish the date on which
it becomes effective.

Any person subject to the notice of op-
portunity for hearing, e.g., the manu-
facturer or distributor of a drug product
which is identical, related, or similar to
a drug product named in the notice, who
did not request a hearing would be bound
by the final order as of its effective date.
If one person requested a hearing and
others did not, the Commissioner could
publish a final 6rder covering those who
did not request a hearing before he ruled
upon the other person's request for hear-
ing, or he could delay any such final order
and handle them all at once.

In accordance with section 512(i) of
the act, a final order withdrawing or
modifying approval of an NADA would
require that a corresponding change
forthwith be made in the regulation
reflecting the action taken.

APPEARANCE AND PRACTICE (§§ 2.13 0 AND
2.131)

Proposed §§ 2.180 and 2.131 relate to
the filing 6f a notice of appearance In
any formal evidentiary public hearing.
No person would have to be licensed or
otherwise specially qualified to appear on
his own behalf or on behalf of any other
Interested person.

No person could participate in any
proceeding without first having filed a
written notice of appearance under these
provisions. A notice of appearance could
be stricken by the presiding officer for
'good cause, in which case the person in-
volved could no longer participate in the
proceeding.

PRESIDING OFFICER (§§ 2.140-2.144)
Proposed § § 2.140 through,2.144 relate

to the authority and functions of ther
presiding officeT. In most instances the
presiding officer will be an administra--
tive law judge. In general, the presiding
officer will have the authority and duty

to conduct a fair and expeditious
hearing.

The Food and Drug Administration,
presently has no subpoena power, and
accordingly the presiding officer would
have no authority to require witnesses to
answer questions. In the event that a
person whose direct testimony has been
presented then declines to answer any
question presented by the presiding of-
ficer or by any other participant on cross-
examintion, however, the presiding of-
ficer could strike all the testimony of
that witness. Similarly, where a partici-
pant in the hearing fails to abide by the
regulations and the orders Issued by the
presiding officer, all evidence presented
by that participant could properly be
stricken from the record.

HEARING PRODEDURES (§§ 2,150-2.105)

Proposed §§ 2.150 through 2.165 con-
tain the procedures that would be utlized
in the conduct of the formal evidentlary
public hearing.

FILING AND SERVICE OF SUBLISSIONS
(§ 2.150)

Proposed § 2,150 would'require al sub-
missions relating to a formal evidentlary

'public hearing to be filed with the Hear-
ing Clerk in accordance with proposed
§ 2.5. Copies of any such submission
would be served on all participants In
the proceeding except for documentary
data and information.

PETITION TO PARTICIPATE IN FORDIA
PAUPERS (Q 2.151)

Proposed § 2.151 provides that the
Commissioner could grant a participant's
petition to proceed in forma pauperls,
where the person was indigent and there
was a strong public interest Justification
in his participation, or where such
participation was in the public interest
because it primarily benefited the gen-
eral public. Under these circumstances,
the participant would havo to file only
one copy of each submission with the
Hearing Clerk, and the Hearing Clerk
would. then be responsible for serving
copies upon all other parttcipantz.

ADVISORY OPINIONS 0 2.15z)

Proposed §r2.152 provides for the use of
advisory opinions to settle issues during
the course of a formal evidentlary pub-
lic hearing.

DISCLOSURE OF DATA AND INFORMATION BY
THE PARTICIPANTS (§ 2.1S3)

Proposed § 2.153 would require the
director of the agency bureau responsible
for the matter involved in the hearing to
submit to the Hearing Clerk, before pub-
lication. of the notice of hearing, all
relevant portions of the administrative
proceeding, all documents in the bureau
files containing relevant factual data and
Information, whether favorable or unfa-
vorable, all other documentary data and
information on which the bureau relies
for its position, and a narrative state-
ment of his positlon on the factual Issues
involved and the type of evidence In-
tended to be introduced In the hearing.
Within 60 days after publication of the
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notice of hearing, all-other participants
would have to file with the Hearing Clerk
the same information. The failure to
comply with this requirement would
constitute a aialver of the right to
participate further in the healing and,
in the case of a party, a waiver of the
right to a hearing.

The Commissioner notes that -thosd
portions of the administrative record
not relevant to the issues In the hearing
would not be included in the documents
filed-by the bureau director. For example,
if the manufacturing and quality control
procedures for a new drug were not in
issue in a hearing relating to the drug's
safety or effectiveness, they would not
be a part of the hearing record and, be-
cause they are otherwise prohibited from
public disclosure pursuant to the provi-
sions of Part 4 and the regulations refer-
enced therein, would not be available for
public disclosure.

Such submissions could be supple-
mented later in the proceeding with the
approval of the presiding officer, but the
Commissioner emphasizes that good
cause would have to be shown as to why
such supplemental material was not rea-
sonably known or available, or why Its
relevance could not reasonably have been
foreseen.

No participant would have to file data
and information already filed by the
Food and Drug Administration or by any
other participant. Thus, participants are
encouraged to exchange and consolidate
lists of documentary evidence to reduce
duplicative submissions.
PURPOSE; ORAL AM WRITTEN TESTION';

BURDEN OF PROOF (§ 2.154)

Proposed § 2.154 would govern the
presentation of evidence and the burden
of proof in a formal evidentiary public
hearing. The Commissioner is of the
opinion that, since the use of oral direct
testimony and the use of cross-examina-
tion have been the principal causes for
delay of Food and Drug Administration
hearings in the past, most of the hearing
should be developed through the submis-
sion of written documentary and testi-
monial evidence. Oral evidence should be
permitted only where necessary for a full
and true disclosure of relevant evi-
dentiary facts. See, e.g., Long Island R..
V. United States, 318 F. Supp. 490
(EM.N.Y. 1976).

Under the Administrative Procedure
'Act, 5 U.S.C. 556(d), all direct evidence
in a formal evidentiary public hearing
involving rule making may be required
to be introduced in writing, and a party
to an adjudicatory proceeding may in-
troduce direct testimony either orally or
in writing. Commentators and the courts
have pointed out, however, that it is vir-
tually impossible to draw a clear line
between rule making and adjudicatory
proceedings, and thus that the true na-
ture of any proceedings and the require-
ments applicable to them must be con-
sidered by reviewing the nature of the
issues involved rather than by the use of
arbitrary labels. See, e.g, Appalachian
Power. Co. v. Environmental Protection
Agency, 477 F.2d 495, 500-501 (4th Cir.

1973); City of Chicago v. Federal Power
Comm'n., 458 F.2d 731, '39 (D.C. Cir.
1971). cert. denied, 405 US. 1074 (1972);
American Airlines, Inc. v. Civil Aeronau-
tics Board, 359 F.2d 624, 627-632 (D.C.
Cir. 1966), cert. denied, 385 US. 843
(1966); 1 Davis, Administrative Law
Treatise § 5.01; 2 Davis, Adminitrative
Law Treatise § 15.03; and Note. The Ju-
dicial Role in Defining Procedural Re-
quirements for Agency Rulemaking, 87
Harv. L. Rev. 782 (1974). This is par-
ticularly true with respect to Food and
Drug Administration proceedings. Al-
though revocation of an antibiotic mono-
graph and withdrawal of approval of a
new drug on grounds of lack of safety or
effectiveness involve the Identical issue,
the former is technically regarded as
"rule mating" whereas the latter is tech-
nically regarded as "adjudication." It is
apparent, and the courts have recog-
nized, that this distinction is meaning-
less and that, under the circumstances,
an agency may apply similar procedural
requirements depending upon the nature
of the Issues involved.

Accordingly, the Commissioner believes
that the need for oral direct testimony
should depend upon whether the type of
proceeding involves "adjudicatory" facts
or "legislative" facts. Where the issues
involved a particular party or product
and had no general applicability, e.g.,
the failure of one mamiufacturer to use
adequate quality control In processing a
specific drug product; they would be re-
garded as adjudicatory in nature. Where
the issues had general applicabity, as is
true with the safety and effectiveness of
a class of drugs produced by a number of
companies, they would be regarded as
"legislative" or "rule making" in nature.
Accordingly, all Issues of general appli-
cability would be subject to the require-
ment for written direct testimony,
whereas issues involving specific appli-
cability and particular parties would be
considered adjudicatory in nature and
each party wobld determine whether,
and the extent to which, he wished to
present his direct testimony orally or in
writing.

With respect to cross-examination, the
Administrative Procedure Act, 5 U.S.C.
556(d), states that the same rules shall
apply in both rule making and adjudica-
tory proceedings. Under the law, cross-
examination shall be permitted upon a
showing 'that It is necessary for a full
and true disclosure of the facts. The
Commissioner therefore would adopt this
standard, under which the presiding of-
ficer would in all cases determine
whether cross-examination has been Jus-
tified. The burden would be on the party
involved to justify cross-examination in
each instance in which it is requested.
Ordinarily, cross-examination would be
justified when it related to witness per-
ception or credibility, but not when it
related to a judgment based on scien-
tific, medical, or technical data.

The Commissioner emphasizes that
these new regulations would not eliml-
nate either oral direct examination or
oral cross-examination. Rather, they
would require that any participant in a

formal evidentlary public hearing justify
the need for such oral presentation.
Where the lack of an oral presentation
could be shown to prejudice any par-
ticipant, the proposed regulations would
provide that such an oral presentation
should be permitted. Accordingly, formal
evidentary public hearings would be far
less protracted and legalistic but would
preserve the right of each participant to
make a full and fair-presentation of his
case.

It Is the Commissioner's opinion that
these rules fully meet the requirements
of the Administrative Procedure Act, -as
interpreted by the courts. They would
neither hinder the parties in developing
the relevant facts, nor unduly prolong
the proceeding to the detriment of the
public interest. Any diligent party would
have full opportunity to present all rele-
vant information for consideration by
the presiding officer and the Commis-
sioner.

Pursunt to the Adminstrative Pro-
cedure Act, 5 U.S.C. 556(d), the propo-
nent of a regulation or order has the bur-
den of proof In any formal evidentiary
public hearing. Except as otherwise pro-
vided by statute, this means that, where
an interested person submits a petition
to the agency but the agency modifies it
In any significant way, the agency itself
must bear the burden of proof with re-
spect to such modification. Where the
matter involves a drug, food additive, or
color additive, however, the provisions of
the act specifically place the burden of
proof on the person contending that the
product Is safe or effective or both and
who is requesting approval or contesting
withdrawal of approval. In these situa-
tions, the burden of proof remains on any
such participants regardless whether the
proceeding involves a denial of approval
In the flsrt instance, or revocation of
prior approval. See, eg., Environmental
Defense Fund v. Finch, 428 F.2d 1083,
1092 n.27 (D.C. Cir. 1970) and. Dowr
Chemical Co. v. Ruckelshaus, 447 F.2d
1317, 1324 (8th Cir. 1973).

PARTICIPATION O NOI5PARTIES § 2.155)

Proposed § 2.155 provides that a non-
party participant would have basically
the same rights as a party to the pro-
ceeding. except that he could not sub-
mit written Interrogatories or conduct
cross-examination except to the extent
that the presiding officer found that such
additional rights should be granted be-
cause the participant's interests would
not be adequately protected otherwise, or
It would be required for a full and true
disclosure of relevant evidentiary facts.
Any person whose petition was the sub-
Ject of the hearing would have the same
righti as a party, even though he did not
meet the definition of a party In pro-
posed § 2.3(a) (10).
CONDUCT AT ORAL BEARINGS OR CONFERNCZEs

(§ 2.256)

Proposed § 2.156 would require digni-
fied and ethical conduct by all partici-
)pants in a hearing. Falure to observethis
requirement would result in exclusion
from the proceeding by direction of the
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presiding officer. Exclusion of a partici- be admissible in evidence without the
pant for improper conduct at a hearing extensive voir dire that usually precedes
has been upheld in the courts. See, e.g, it, in full court trials, and the other
Ublotica Corp. v. Food and Drug Admin- participants would then submit evidence
istration, 427 F.2d 376, 382 (6th Cir. on any alleged defects In the study or
1970). survey in order to support any conten-

tions they might wish to make with re-TIME AND PLACE OF PREA~Ma spect to the weight that should be givenCONFERENCE (Q 2.15V) to it' Admitting all written testimony
Proposed § 2.157 provides for a pre- into evidence, without consideration of'

hearing conference to be held as sched- evidentiary objections, would substan-
uled in the notice of hearing or In a tially shorten the time necessary to con-
subsequent notice, duct a hearing.

Oral testimony, whether on direct or
PREHEARING CONFEREN cE PROCEDURE on cross-examination, would be admis-

(§ 2.158) sible as evidence unless it was excluded
Proposed § 2.158 describes the matters as irrelevant, immaterial, or repetitive,

to be determined at a prehearing confer- or to enforce the procedural require-
ence. In general, the purpose of the pre- ments relating to the hearing. If such
hearing conference Is to lay out the full evidence was excluded, it would remain
course of the hearing to the extent feas- a part of the administrative record, as a
ible, to identify all issues, to resolve all proffer of proof, in the event that such
matters in contention between the par- ruling was later challenged on judicial
ticipants with respect to the conduct of review. The Commissioner believes that
the hearing, and otherwise to take what- excluding irrelevant, immaterial, and re-
ever action is necessary to assure a fair petitious oral testimony would expedite
and efficient hearing. At the conclusion the hearing by reducing the need for
of the prehearing conference, the pre- lengthy trial-type proceedings. Accord-
siding officer must prepare a written pre- ingly; by encouraging the use of written
hearing order summarizing all of the de- testimony and limiting oral testimony
cislons made, which would control the the proposed regulations woud prevent
subsequent course of the hearing unless the type of prolonged and contentious
later modified for good cause shown. The hearings for which the agency has been
presiding officer may revise the prehear- criticized in the past.
ing order as the evidence develops in On occasion, oral testimony might be
the course of the hearing. offered relating to matters which con-

stitute trade secrets and which, pursuant
SUMMARY DECISIONS (§ 2.159) to proposed § 2.5(j) (3), would be pro-

Proposed § 2.159 provides that, just as hibited from public disclosure. After the
n court proceedings, part or all of a for- presiding officer had assured himself that

mal evidentiary public hearing would be this was in fact the situation, he would
decided by summary judgment at any order the portion of the hearing closed
point in the proceeding. which dealt exclusively with oral testi-

mony, whether on direct examination or
RECEIPT OF Ev ENCE (§ 2.160) cross-examination, relating to such mat-

Proposed § 2.160 relates to the develop- ters. Testimony relating to other matters
ment of evidence at a formal evidenti&ry could not be offered during such a closed
public hearing. All participants will be session. The only persons who could at-
submitting evidence during the same tend and participate in such a closed
time period, rather than having it de- session would be the witness, his counsel,
veloped in sequence. Separate rules are and Federal Government Executive
provided with respect to written and Branch employees and special govern-
oral evidence. ment employees.

A written submission to the record Any Party could at any time In the
would be admissible as evidence unless course of the 'proceeding move for an
the document was not authentic or w order that the submission of oral and
excluded in order to enforce the ro- written evidence be concluded. It would
cedural requirements of Subpart B Thus, -be within the power of the presiding of-
all of a participant's evidence would be ficer to grant or deny such order. Once
excluded if he failed to comply with the the taking of evidence was concluded, no
requirements for a hearing. additional evidence could be submitted'

Written evidence would not be ex- and considered as part of the record
cluded as inadmissible on the ground that unless the record was reopened for that
it. ,,a i_ 1A-_,. purpose.
tive. All such evidence would be admitted
even though it was of no probative value
whatever. The admission of written evi-
dence therefore would not indicate that
it was of any weight or value in deter-
mining the issues raised at-the hearing.
The Commissioner believes that it is far
preferable to admit all written evidence
and then to disregard Irrelevant ma-
terial in reaching a decision, than it
would ,be to spend substantial time in
debating the admissibility of such evi-
dence at the hearing. For example, a
scientific studyAor consumer survey would

OFFICIAL NOTICE (§ 2.161)

-Under proposed § 2.161, the presiding
officer could take official notice of speci-
fied matters on his own initiative or on
the motion of any participant. All par-
ticipants would have an opportunity to
object to any specific matter of which
official notice was proposed to be taken.

BRIEFS AND ARGUMENT (0 2.162)

Proposed § 2.162 would assure all par-
ticipants of the right to file briefs, to-
gether with proposed findings of fact and

conclusions of law, at the conclusion of
the proceeding. The presiding officer
could also permit oral argUment in his
discretion.

Where a formal evidentiary public
hearing involved trade secret matters
prohibited from public disclosure pursu-
ant to proposed § 2.5(j) (3), the partici-
pants who had access to this informa-
tion, and particularly Food and Drug
Administration representatives, would be
expected to make a reasonable effort to
avoid disclosing the details of such mat-
ters in a way that would reveal the trade
secrets involved, In their pleadings and
oral arguments. Where such matters
were at the very heart of the Issue, how-
ever and it was essential that they be
discussed for the issue to be resolved,
whatever presentation is necessary under
the circumstances would be permitted.

INTERLOCUTORY APPEAL FROM RULING OF
PRESIDING OFFICER (Q 2.163)

Ordinarily, an interlocutory appeal
from a ruling of the presiding officer to
the Commissioner would not be permit-
ted. Such an appeal pursuant to proposed
§ 2.163 would be alloid only where spe-
cifically provided for with respect to a
particular matter In the subpart, or upon
certification of the matter by the pre-
siding officer.

OFFICIAL TRANSCRIPT (d 2.164)

All oral testimony would be trans-
cribed.

MOTIONS (§ 2.105)

Under proposed § 2.165, any partilci-
pant could make a motion with respect
to any matter by filing It with the Hear-
ing Clerk and providing It to the other
participants in the proceeding.

ADMINISTRATIVE RECORD (9 § 2.17 0-2.17 3)

Proposed § 2.170 through 2.173 desig-
nate the contents of the adminstratvo
record, provide for its examination and
correction. and state that the record will
be the sole basis for decision on the mat-
ter involved.

The administrative record begins with
the final regulation or order and the ob-
jections and requests for hearing there-
on, and thus would not Include any pro-
posed regulation and comments on It
which led to the final regulation. The
Commissioner's decision on the matter
would have to be based 'upon the evi-
dence introduced at the hearing, and not
upon earlier comments. The original pro-
posal and some or all of the comments on
it could, of course, be introduced s evi-
dence by any participant in the hearing
who wished to rely upon such material.

The Commissioner has carefully con-
sidered the handling of data and infor-
mation relevant to a formal evIdentiary
public hearing which would otherwise be
prohibited from public disclosure pursu-
ant to 21 U.S.C. 331(j) and 18 U.S.C.
1905, as Interpreted and applied In the
recently promulgated public Information
regulations contained In 21 CFIR Part 4
and the regulations referenced therein.
For the reasons already fully discussed
above, § 2.5(j) (2) and (3) would pro-
vide that safety and effectiveness data
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and information will be available for ex-
amination but not for copying, and that
manufacturing procedures and related
information will not be available -for ex-
amination or copying. In the Commis-
sioner's experience, this would mean
that, in virtually all formal evidentiary
public hearings, all of the -data and in-
formation necessary to full and meaning-
ful participation by members of the
public would be accessible.

- /
RECOMMLIENDED, II-TIAL, TENTATIVE, AND

FINAL DECISIONS (§§ 2.180-2.185)

Sections 2.180 through 2.185 of the
proposed regulations would govern the
initial -decision of the presiding officer
and the final decision of the Commis-
sioner. Food and Drug Administration
regulations now provide that the pre-
-siding officer in a formal evidentiary pub-

ei hearing shall never prepare an initial
decision on the matters involved, but
shall always prepare a report and cer-
tify the record to the Commissioner.
Thereafter, the Commissioner prepares
a tentative order, with time for excep-
tions -by any party, and then a final
order after which judicial review can be
obtained.

The Commissioner proposes that the
new regulations should provide for the
full flexibility permitted by the Adminis-
trative Procedure Act, 5 U.S.C. 557(b),
and thus should state that the Commis-
-sioner will in each instance decide, in
the notice of hearing, whether the pre-
siding -officer vill 3repare a recon-
mended decision or aninitial :decision.

Where the notice of hearing states that
the presidng officer will prepare a xec-
ommended decision, the proposed regula-
tionsprovide for the same procedure that
has been used in the past. That recom-
mended -decision would be Certifled to
the Commissioner with the hl record,
and the Commissioner would then pub-
lish tentative and final decisions. This
procedure'would-ordinarily be used-where
the hearing involved broad policy issues.

Where the notice of hearing stated
that the presiding officer will-prepare an
initial -decision, or where the notice of
hearing was silent on this matter, the
proposed regulations provide that the
initial decision shall stand as the final
decision unless it is appealed by a party
to the Commissioner, or-the Commis-
sioner -oncludes on his own initiative to
revlewit. This procedure would ordinar-
ily be used where the hearing involved
narrow technical issues.

The -ame rule Would apply -with re-
spect to the handling of trade secret in-
formation prohibited from 'ublic dis-
tlosure pursuant to § 2.5(j) (3) in an
initial orxecommended decision as would
applymnder §2.162(c) for briefs and oral
argument by -the participants.

If the initial decision.was appealed to
the Connissioner, -or he concluded to
review it on his own initiative, the Com-
missioner would have all the powers he
would have had in making the initil
decision, and could take whatever action
was necessary in the interest of justice,
-including a remand to the presiding of-
ficer for further proceedings. The scope

of-the issues on appeal would be the
.same as the scope 'of the issues at the
public hearing unless the Commissioner
-concluded to limit the Issues as permitted
by the Adminstrative Procedure Act, 5
U.S.C. 557(b). The Commissioner's deci-
sion would, of course, have to be based
upon substantial evidence of record, and
would be published in the F-AL hRi-
isreL Following his final decision, any
participant could petition for reconsid-
eration or a stay of action.

JUDICIAL REVIEW §§ 2.190 AND 2.101)
Proposed §§2.190 and 2.191 provide

for judicial review of the Commissioner's
final decision, pursuant to the specific
,statutory provisions governing the mat-
,ter involved.
PBLc Hrra=n BEFORE A PunLac BoAM

OF INquIY (SuBPART C)
Subpart C of the proposed regulations

would establish, as an alternative to a
formal evIdentlary public hearing, an
informal public hearing before a Public
Board of Inquiry that would be con-
ducted in the form of a scientific Inquiry
rather than as-a legal trial The reasons
for providing this alternative to a formal
evdentlary public hearing have been dis-
cussed fully above.

-ScoPE OF SUBPArT (§ 2.200)
The Commissioner could convene a

Public Board of Inquiry whenever he
concluded, in his discretion, that It was
in the .public interest to hold a public
hearing before such a Board with re-
spect to any -matter pending before the
agency. Altl ough no agency regulations
currently provide for the right to a pub-
lic hearing before a Board of Inquiry,
the Commissioner may in the future
promulgate regulations providing -this
right. A Public Board of Inquiry could
also be requested-by any person who had
an opportunity -for a hearing pursuant
to Subpart B, and 'who waived that op-
portunity and insteadrequestedpursuant
to proposed - 2.117 the establlsinent of
a Board -to actas an administrative law
tribunal with Tespect to the -matters in-
volved. The Commissioner could, in his
discretion, accept or deny such u request.

The Commissioner notes that the only
persons who could Tequest u Board of
Inquiry pursuant to § 2.117 are those
who would, by statute, be -entitled to an
-opportunity for a hearing under Sub-
part B. For example, an NDA applicant
or hblder who had received .a denial of
approval or withdrawal of approval
would have a statutory right to requesta
hearing on the matter, but no other
member of the public would have such a
right. A physician or other citizen 'who
wished to have a Board inquire. into the
matter could request the Commissioner
to order such a hearing pursuant to his
discretionary authority, but he would
have no legal right to require either a
formal evidentlary public hearing or the
establishment of a Board of Inquiry.

2O4ICE OF A PUBLIC HEARInG BEFORE A
,PUBLIC BOARD Or nQuIRY (§ 2.201)

Once It was determined that a Board
would be established, a notice of hearing

40705

would be published pursuant to proposed
12.201 which would provide the essential
Information about the hearing. If the
hearing was in lieu of a formal eviden-
tiary public hearing -he notice of hear-
ing would provide all of the information
required by § 2.117(e), and the criteria
for granting a stay of the matter pnd-
Ing the hearing would be the same as for
a formal evidentiary public hearing.
ZIETBE S OF A PUBLIC BOARD OF IQOIRY

(§ 2.202)

Proposed § 2.202 wouldrequire that the
members of a Board have medical, tech-
nical, scientific, or other qualifications
relevant to the Issues to be considered at
the hearing. The members would be spe-
cial government employees and thus sub-
Ject to the conflict of interest rules ap-
plicable to such employees. Although a
Board member could be a full-time or
,part-time Federal government employee
or serve on a Food and flrugAdminlstra-
tion advisory committee, he could mot be
a full-time or part-time employee of the
agency or otherwise act as a consultant
to the agency unless all of the-parties to
the proceeding agreed.

Within 30 days after the notice of the
hearing before-the Board was published
In the PED nAT.R s rr, each of the par-
ties to the Proceeding 2nd any person
whose-petition was the subject of the
hearing would submit a list of five nomi-
nees for members of the Board.Such per-
sons could agree upon a -single list of
nominees. Following xeceipt-of such lists,
sucl persons could submit-comments -an
the other lists submitted. The Commis-
sloner would then review the lists and
comments and select one member of the
Board from the lists submitted by the
director of the agency bureau involved
and any person whose petition was -the
subject of the hearing, one member from
the lists submitted by the Other parties,
and one member of his own choosing
from any source whatever who -would
serve as the fChairman -of the -oar.
Thus, although the parties would have
a right to participate In the selection
of the members of the Board, the Com-
missioner would have thetnal determin-
ation on this matter.

In lien of the nomination procedure
Cet out above, the parties to kuch a pro-
ceeding and any person whose petition
was the subject of the 'hearing could
meet 'and agree pon any ;other method
of selection that was reasonable, sub-
Ject to the approval of the Comms-Ioner.
For er ample, any standing advisory com-
mittee of the agency :could be utilized as
the Board for a particular proceeding.

Since the Board would be acting- as
nn adminstratire law tribunal with the
consent of the parties involved, It would
not meet the definition of an "advisory
committee" and thus would not be sub-
ject to the requirements of the Federal
Advisory Committee Act or Subpart D
of these regulations. On the other hand,
the procedures established for a Board
clearly meet all of the requirements witl
respect to public notice and participa-
tion for an advisory committee. The only
difference is that a Board -would utilize
a public notice of hearing rather than wi
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charter, and would not be required to be
approved by the Office of Management
and Budget and the Department.
SEPARATION OF FUNCTIONS; EX PARTE COM-

MUNICATIONS; ADMINISTRATIVE SUPPORT
(§ 2.203),

To assure objectivity and fairness, the
'proceedings of a Board would be subject
to the same provisions with respect to
separation of functions and ex parte
communications as the proceedings of a
formal evidentiary public hearing. Simi-
larly, administrative support for a Board
would be provided only by the office of the
Commissioner and not by the Bureau
which was a party to the proceeding.
SUBMISSIONS TO A PUBLIC BOARD OF INQUIRY

(§ 2.204)

All submissions to the Board would be
filed with the Hearing Clerk in accord-
ance with the general requirements es-
tablished In prolbosed § 2.5. Documentary
data and information would have to be
filed only with the Hearing Clerk, but all
submissions that were generally regarded
as "pleadings," such as transmittal let-
ters, summaries, statements of position,
and other similar documents, as well as
any certification of service required by
proposed § 2.20.4(d), would be sent to each
participant so that he would understand
the position of all of the participants and
would be able to follow the progress of
the proceeding. The same provisions with
respect to participating in forma pauperis
would apply to a public hearing before a
Public Board of Inquiry as would apply
to a formal evidentlary public hearing.

DISCLOSURE OF DATA AND INFORMATION BY
THE PARTICIPANTS (§ 2.205)

r Proposed § 2.205 Would require that the
'director of the responsible agency bureau
file with the Hearing Clerk, before the
notice of hearing was published, the
relevant portions of the administrative
record of the proceeding up to that time,
a list of the persons whose views would
be presented orally or in writing at the

'hearing, all relevant documents in the
agency files containing factual data and
-information, whether favorable or un-
favorable, and all other documentary
data and information on which he relied.

'In this way, the full position of the
agency with respect to the matters in-
volved would be made public at an early

'date.
Within 60 days after the notice of

hearing, each participant in the proceed-
ing who had submitted a notice of ap-
pearance would be required to submit the
same information. Because the agency
would already have filed its information,
no participant would have to submit
duplicative documents. This will substan-
tially reduce the amount of paperwork
involved.

These submissions could be supple-
mented later in the proceeding upon a
showing of good cause, but no partici-
pant could fail to conduct an adequate
search and then later supply new infor-
mation that could reasonably have been
found at the time of the initial submis-
sion.

The Commissioner believes that It will
be important that this section be com-
plied with fully. Accordingly, the failure
to comply, e.g., the failure to submit any
data and information as required by
§ 2.205 (a) and (b), would constitute a
waiver of the right to participate fur-
ther in the hearing and, in the case of a
party, would constitute a waiver of the
right to a hearing.
PROCEEDINGS OF A PUBLIC BOARD OF INQUIRY

(§ 2.206)

Proposed § 2.206(a) would make it clear
that the purpose of a Board is to review
complex technical issues In a reasonably
short time by using the informal ap-
proach of a scientific inquiry rather than
the formal procedures of a legal trial.
Accordingly, it is anticipated that there
will be little, if any, need for participa-'
tion by attorneys in the proceeding. The
participants will primarily be the scien-
tists and others with technical back-
grounds who wish .to present data and
information relevant to issues raised at
the hearing. The agency's Chief Counsel
would participate only to the extent that
he is requested by the Chairman of the
Board to provide legal assistance to the
Board.

The Chairman of the Board would de-
termine the order in which the parties
and participants make their presenta-
tions. Such order of presentation could
well be the subject 'of a prior agreement.
Each participant could then proceed with
his presentation, which would be made
without interruptions and without ob-
jection or other legalistic procedures. At
the conclusion of a participant's presen-
tation, each of the other participants
could briefly state questions or criticism
and suggest further questioning with re-
spect to specific matters. The members
of the Board could interrupt a participant
at any time to ask questions, and could
conduct further questioning at the con-
clusion Of the participants full presen-
tation either on their own initiative or
at the suggestion of the other partici-
pants. The exact nature of the proceed-
ing would largely be in the discretion of
the Chairman, who would be the presid-
ing officer and would have all of the
powers necessary to conduct a fair -and
expeditious hearing.

Following the initial session, each par-
ticipant would have 30-days within which
to submit additional written Informa-
tion. If a second session was requested
and justified by any participant, the
Chairman would schedule it. Each hear-
ing would be subject to the same proce-
dural requirements.

In addition to hearing the views of the
participants, the Board could independ-
ently consult with any other person who
it concluded may have useful informa-
tion. All such consultation would have to
be at an announced hearing of the Board
unless all participants agreed that it
could be done in writing.

moreover, any participant in the pro-
ceeding could submit to the Board a re-
quest that it consult with specific persons
who could have useful information. The

Board could accept or deny such a re-
quest, in Its discretion.

All hearings of a Board would be con-
ducted in open session, and thus could be
attended by any Interested person, ex-
cept for presentation of data and In-
formation constituting trade secrets pro-
hibited from public disclosure pursuant
to proposed § 2.5() (3). Presentation of
such material would be at a session closed
to all peisons except those making and
participating in the presentation and
Federal Government Executive Branch
employees and special government em-
ployees. The person making the presenta-
tion could bring with him only such per-
sons who are employees, consultants, or
other persons with whom he had a com-
merclal arrangement within the meaning
of § 4.81(a), and thus to whom disclosure
could properly be made without destroy-
ing the trade secret status of the
material

At the conclusion of all hearings, the
Board would permit the participants to
submit written statements on their posi-
tions, with proposed findings and con-
clusions. Oral argument could also be
permitted, in the discretion of the Board.
The Board would then prepare its find-
ings and conclusions on the matter
involved.
ADMINISTRATIVE ECORD OF A PUBLIC BOARD

OF INQUIRY (§ 2.207)
Proposed § 2.207 specifies the adminis-

trative record of a hearing before a
Board. The administrative record would
be on public display and, except for trade
secrets and other confidential Informa-
tion, available for copying.

EXAMINATION OF ADMINISTRATIVE RECORD
(§ 2.208)

The same provisions with respect to
confidentiality of information submitted
In the course of the hearing would apply
to the proceedings of a Board as would
apply in a formal evidentiary public
hearing. In addition, both the lists of,
nominees for members of a Board and
any comments thereon would not be
made available for public examination
or copying at any time.

RECORD FOR ADMISTRATIVE DWOISIOI9
(§ 2.209)

The administrative record of the pub-
lic hearing would constitute the exclusive
record for decision on the matter. If the
public hearing was held in lieu of a for-
mal evidentiary public hearing pursuant
to proposed § 2.117, the findings and con-
clusions of the Board would constitute
an initial decision unless the notice of
hearing specifically states that they are
to constitute a recommended decision.
Thereafter, the participants in the
proceeding could pursue the administra-
tive and court remedies that are avail-
able as specified in proposed §§ 2.180
through 2.191.
PUBLIC HEARING BEFORE A PUBLIC ADvI-

SORY COMIUTTEE (SUBPART D)
Proposed Subpart D would govern all

proceedings and activities of Food and
Drug Administration advisory commit-
tees.
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SCOPE OF SUBPART (§ 2.300)

Because of the requirements in this
subpart for public notice and particlpa-
tion, all proceedings before a public ad-
visory committee would constitute a pub-
lie hearing on the matters involved. Any
interested person would be entitled to
present his views for the consideration of
the advisory committee, and the commit-
tee proceedings would constitute part of
the administrative record on the basis
of which the agency would make its
determination with respect. to that
matter.

The Commissioner could utilize a public
advisory committee with respect to any
matter on his own'initiative, pursuant to
specific provisions in other sections of
agency regulations, or at the request of
any interested person. Proposed § 2.300
(a) (2) lists five specific provisions in ex-
isting laws and regulations which provide
for the use of a public hearing before a
public advisory committee as part of the
administrative process. Pursuant to
§ 2.117, a person who had a right to an
opportunity for a formal evidentiary
public hearing could waive that oppor-
tunity and in lieu thereof requbst a pub-
lic hearing before a public advisory
committee.

As defined in 'the Federal Advisory
Committee Act and in proposed § 2.3 (a)
(14), an advisory committee means any
group or subgroup thereof that is not
composed wholly of full-time employees
of the Federal government and is estab-
lished or utilized by the Food and Drug
Administration to obtain advice or
recommendations. On the basis of guide-
lines established b& the Office of Manage-
ment and Budget and the Department of
Justice, and other available materials,
the Commissioner proposes in § 2.300(b)
a set of general principles governing the
determination whether a committee or
group falls within the definition of an ad-
visory committee. All Food and Drug Ad-
ministration advisory committees are also
listed in proposed § 2.340.

In general, an advisory committee
would ordinarily have a fixed member-
-ship, a defined purpose of providing ad-
vice to the agency on E particular matter,
regular br periodic meetings, and an or-
ganizational structure, and would serve as
a source of Independent advice rather
than as a representative of or advocate
for any particular InteresL The Commis-
sioner notes that the agency is charged
with seeking out the views of all segments
of the public on enforcement of the laws
he administers. Thus, the fact that the
agency meets with and requests the com-
ments of a group on pending regulatory
matters, or that a group regularly meets
with the agency, does not necessarily
mean that it is an advisory committee
which is utilized by the agency. The pro-
visions relating to advisory committees
would not be applicable, for example, to
routine meetings, discussions, and other
dealings, including exchanges of views,
between the agency and any committee
representing or advocating the particular
interests of consumers, industry, profes-
slonal organizations, or others. If this
were not true, the Food and Drug Ad-

mini station would be precluded from
meeting with any group of individuals
interested in the activities of the agency.
Thus, when a consumer organization or
trade association meets with the agency
to obtain a briefing on various matters, or
to protest certain action or Jack of ac-
tion, it would not be an advisory commit-
tee for that purpose.

ESTABLIHEN AND RENEWAL OF PUBLIC
ADVISORY coUzMT.Es § 2.301)

Before any advisory committee could
be established by the Commissioner, it
would first have to be approved by the
Department and the Ofice of Manage-
Inent and Budget. Its establistment
would then be published in the EAL
REGISTER, and the permanent list of
standing advisory committees in pro-.
posed § 2.340 would be amended to In-
clude it.

TER1INATION OF PUBLIC ADVISORY COZX-
UTTEES § 2.302)

All advisory committees except those
established by statute would terminate
every 2 years unless renewed for an ad-
ditional period. The only two permanent
statutory advisory committees estab-
lished under the laws administered by
the Commissioner are the Technical
Electronic Product Radiation Safety
Standards Committee (TEPRSSC) and
-the Board of Tea Experts.
PURPOSE OF PUBLIC DEARING BEFORE PUB-

Lo ADVISORY COMM E § 2.303)

The Commissioner could use a public
advisory committee to hold a public
hearing on any matter pending before
the Food and Drug Administration. The
function of the advisory committee would
be to provide advice and recommenda-
tions to the Commissioner. The Commis-
sioner is charged with sole statutory re-
sponsibility for making the ultimate de-
termination with respect to action that
would be taken and policy that would be
expressed with respect to such matters.

PORTIONS OF PUBLIC ADVISORY COM -
KIfTEE ME T GS (§ 2.304)

An advisory committee meeting could
have four separable portions as described
below. Every advisory committee
meeting would have to have at least the
first portion (an open public hearing).
Whether or not it also had the other
three portions would depend upon the
specific meeting involved.

1. The open, public hearing. Every ad-
visory committee meeting would have to
include an open portion which would
constitute a public hearing on the Issues
pending before the advisory committee.
During this portion, any Interested per-
son coulW present data, information, or
views, ,ra y or in writing. Proposed
§ 2.312 specifies the manner in which the
hearing would be conducted.

2. The open committee discussion. All
dluusslon of any pending matter by an
advisory committee would be in an open
portion of its meeting, unless that por-
tion had been closed in accordance with
the provisions in proposed § 2.318. The
Commissioner is of the opinion that, to

the maximum extent feasible, an advis-
ory committee should conduct its discus-
sion of pending matters in the open por-
tion. Ordinarily, there would be no pub-
lie participation during this discussion
by the advisory committee, but the chair-
man of the advisory committee could
permit such further public participation
when he concludes that it would be in the
public interest and helpful to the ad-
visory committee.

3. The closed Presentation of data. On
occasion, it may be important for an In-
terested person to present to-an advisory
committee, for Its consideration, data
and information which are prohibited
from public disclosure pursuant to the
provisions relating to public information
contained in Part 4 of the agency regu-
lations. Such presentations would be
made In a closed 1portion of a meeting.
The Commissioner emphasizes, however,
that this would be the exception rather
than the rule, and would occur only when
the information was clearly confidential.

4. The closed committee deliberations.
Deliberations with respect to matters
pending before an advisory committee
could properly be made In a closed por-
tion of Its meeting, if the Commissioner
made an appropriate determination pur-
suant to § 2.318. A court-has specifically
held that a Food and Drug Administra-
tion advisory committee may properly
conduct its deliberations in private, and
other courts have slfallarly recognized
the need to protect the confidentiality of
such internal discussions in order to pro-
mote free and frank consideration of is-
sues among government employees and
consultants. See Smart v. Food and Drug
Administration (ND. CaL 1914); Wash-
ington Research Project, Inc. v. Depart-
ment of Health, Education, and Welfare,
504 F.2d 238, 246-252 (D.C. Cir. 1974);
Montrose Chemlcal Corp. v. Train, 491
P.2d 63, 66-7' (D.C. Cir. 1974); Grum-
man Aircraft Engineering Corp. v. Re-
negotiation Board, 482 F.2d 710, 718-720
(D.C. Cir. 1973) ; Wau v. National Endow-
ment for Humanities, 460 F.2d 1030, 1032
(5th Cir. 1972) ; Soucle v. David, 448 F.2d
1067,1078 n.44 (D.C. Cir. 197D.

VOTICE OF PUBLIC HEARING BEFORE A PUBLIC
ADVISORY COMMITTEE (§ 2.3 05)

Before the first day of each month, and
at least 15 days before any meeting, the
Commissioner would have to issue a
notice in the FEDERAL Rzosrra contain-
ing Information on all advisory commit-
tee meetings to beheld during the coming
month. Additional notices n4ght also be
published, at least 15 days in advance of
the meeting, except that a shorter notice
period could be authorized where an im-
mediate meeting of an advisory commit-
tee was required, and no notice in the
FEDERAL REGIsTR would be required in
emergency situations. whenever shorter
notice was given or no notice was pub-
lIshed in the FmDERAL REGISTER, public
notice would be given at the earliest time
and in the most accessible form feasible.

The FEDERAL REasrm notice would in-
clude all relevant information on the ad-
visory committee meeting, including the
agenda items and, if any porton of the
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meeting Is to be closed, the time of the
open and closed portions. The name,
address, and telephone number of the
advisory committee executive secretary
would also be included.

Where a public hearing before a pub-
lic advisory committee is to be used in
lieu of a formal evidentlary public hear-
Ing pursuant to proposed § 2.117, the
initial notice of hearing would be pub-
lished separately in the FEDERAL REGISTER
containing all of the Information "de-
scribed in § 2.117(e). The Commissioner
could also publish such separate notices
in the FEDERAL REGISTER whenever he
concluded that it would be informative
to do so, e.g., the notices relating to public
hearings before advisory committees on
intrauterine devices published in the*
FEDERAL REGISTER of July 15, 1974- (39
FR 25967), on reserpine published in the
FEDERAL REGISTER of October 1, 1974 (39
FR 35404), and on medroxyprogesterone
acetate injectable and other systemic
steroidal contraceptives published in the
FEDERAL REGISTER of March 21, 1975 (40
FR 12830).

In addition to the notice published in
the FEDERAL REGISTER, the Food and Drug
Administration would also distribute Its
list of advisory, committee meetings to
the press and would place them on its
prospective public calendar.

CHAIRMAN OF A PUBLIC ADVISORY
COMIITTEE (§ 2.306)

'The advisory committee chairman
would have full authority to conduct the
meetings of the advisory committee.
Each advisory committee would also have
an executive secretary or other desig-
nated agency employee, and an alternate,
appointed by the Commissioner, who
would serve as staff to the advisory com-
mittee for the agency.

As required by the Federal Advisory
Committee Act, a designated Federal em-
ployee would be assigned to each advisory
committee, and would be authorized to
adjourn any meeting whenever he deter-
mined adjournment to be in the public
interest. No advisory committee meeting
could be conducted without the presence
and approval of the designated Federal
employee.

.IIEETINGS OF A PUBLIC ADVISORY
cor 1ITTEE (§ 2.307),

Proposed § 2.307 would require that
there be an agenda for every advisory
committee meeting. The CommIssioner
notes that, because the agenda would
ordinarily have to be prepared at least
30 days in advance of a committee meet-
ing to meet the requirement for publica-
tion In the FEDERAL REGISTER before the
first day of each month and at least 15
days before the meeting, it is entirely
possible that other agenda Items might
be added after its publication. The
agency would take reasonable steps to
anticipate agenda items, in order to
minimize this problem. Where an agenda
Item was added to those published in
the FEDERAL REGIrSTR, an attempt would

-be made to inform those persons known
to be Interested. in the matter-Such
,hanges would be announced at the be-
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ginning of-the open portion of the meet 7

ing.
As a general rule, all advisory commit-

tee meetings would be held in Washing-
ton, DC, or Rockville, MD, where the
Food and Drug Administration Is located.
A different location could be approved
-to obtain cost savings, or when it was at
a more central location, or the majority
of the advisory committee members
would be there at no expense to the Food
and Drug Administration for other rea-
sons, or to facilitate increased participa-
tion on any matter, or to be near specific
information or facilities relevant to the
advisory committee's Work, e.g., a labora-
tory working on a particular matter.

Discussion of advisory committee pro-
ceedings by members of the committee
has often been a source of confusion. The
proposed regulations would provide that
such discussion is permissible, as soon as
the meeting is completed and before ofil-
cial minutes or a report are available,
within the specific rules set out in the
kegulations. In general, there could be no
attribution of-individual views or discus-
sion relating to trade secrets or specific
matters that were determined by the ad-
visory committee or the agency to .be
confidential, but all other matters could
be freely discussed.
CON ULTATION BY A PUBLIC ADVISORY CO32-

WUTTEE WITn OTHERPERSONS (§ 2.308) -

An advisory committee could consult
with any person who it concludes may
have useful data, Information, or views
relating to any matter pending before
it. Other Interested persons could also
recommend that the advisory committee
consult with specific Individuals, and the
advisory committee could grant or deny
such a request.
ADDITIONAL RUIES FOR A PARTICULAR PUBLIC

ADVISORY COLh1TTEE § 2.309)

The Commissioner recognizes that, In
addition to the rules established for all
Food and Drug Administration advisory
committees, any indiidual advisory com-
mittee might wish to adopt additional
rules. Proposed § 2.309 would permit such
additional rules with the concurrence of
the agency, as long as they were not In-
consistent with the new regulations or
legal-requirements.
COAMILATION OF WATERMS FOR BMMERS
OF APUBLIC ADVISORY COZriMrn_ C§ 2.310)

The Food and Drug Administration
has been criticized for falling to provide
a comprehensive compilation of salient
Information and background material
to all advisory committee members for
their periodic review relating to their
duties and responsibilities. Section 2.310
of the proposed regulations provides that
such a compilation will be prepared and
disseminated, and will contain all perti-
nent background-information that may
be helpful to the specific committee Jh-
volved.

WRITTEN SUBMISSIONS TO A PUBLIC
ADVISORy COmIITTEE (§ 2.311)

Proposed § 2.311 would permit any In-
terested person to make written submis-

sions to a public advisory committee
before, during, or after any advisory
committee meeting. Such submissions
could be at the request of the advisory
committee or on the initiative of any
interested person. Ten copies of such
submissions would be sent to the execti-
tive secretary of the advisory committeo.
No copies would have to be sent to tho
Hearing Clerk.

The Commissioner would provide to an
advisory committee all dat nd infor-
mation he concluded to be relevant to
any matter pending before the advisory
committee, but any member of the ad-
visory committee would upon request also
be provided whatever other material Is
available to the agency which related
to the matter. In particular, any mem-1
ber of the cdvisory committee would be
entitled to review raw data underlying
any summary or report, If he wished to
do so. Raw data- could not routinely be'
provided to all committee members In all
instances because of the massive amount!
of paperwork involved, but all advisory,
committee members who wished to re-!
view such data could do so. 1

CONDUCYOF A PUBLIC IEARING DEfon. A i
PUBLIC ADVISORY con irrrn, (§ 2a2)

Under proposed § 2.312, no Food and
Drug Administration advisory committeo
could meet without having an open por-
tion for public participation which would
be a public hearing on the matters being
considered by the advisory committee.
The hearing would be at least 1 hour
long, unless the public participation did
not last that long, and could last for
whatever length of time the advisory
committee chairman determined would
facilitate the work of the committee.

In the past, agency notices of public
advisory committee meetings have speci-
fled a 1-hour open portion, where the
remainder of the meeting is closed, and
have failed to point out that this is the
minimum rather than the ma -inum
time allocated for public participation.
In many Instances, the hearing has
lasted far beyond the allotted hour, and
has extended up to the entire day. Ac-
cordingly, notices of advisory commlttco
meetings would make this clear. A par-
ticular advisory committee meeting
which was scheduled for more than one
day nonetheless would constitute a single
meeting for purposes of scheduling the
open and closed portions.

Proposed § 2.312 specifies the manner
In which the public hearing before a pub-
lc advisory committee would be con-
ducted. Persons who wished to be assured
of an opportunity to make an oral pres-
entation would have to so inform the
committee executive secretary prior to
the meeting. The executive secretary
would then allot to each such person
reasonable time for his presentation.

At the hearing, each person could ue
his allotted time in any reasonable way.
The person making the presenkttion
could be accompanied by others, to assL"t
him. Persons making presentations would

-be taken In order, and If anyono was not
lresentfor his allotted time an attempt
would be made to hear him at the con-
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elusion of the hearing, as well as others
who did not request an opportunity to
make an oral presentation.

The chairman and other-members of
the advisory committee would sit as a
panel in conducting the hearing. They
could question any person during or at
the conclusion of his presentation, but no
other person attending the hearing could
conduct such questioning. -The hearings
would be informal in nature, without
motions or objections or other similar
legal procedures. In short, the hearing
would be conducted very much like hear-
ings conducted by legislative bodies, in
the same manner as a public hearing
before the Commissioner pursuant to
Subpart E.

IUTES AND REPORTS OF PUBLIC ADVISORY
CO31M ITEE AyrET'mG (§ 2.313)

For every advisory committee pro-
ceeding, the executive secretary would
have to prepare detailed minutes of the
committee's activities. In the past, such

- minutes have at times been very detailed
and at other times very general The
Commissioner has advised all executive
secretaries that detailed minutes are re-
quired, and these regulations would so
provide.

Under the proposed regulations, an ad-
visory committee meeting is broken down
into open and closed portions.

The open portion has two parts and
includes both the open public hearing
and the open advisory committee discus-
sion. The open public hearing involves
the presentation of views by interested
members of the pfiblic, and any presen-
tation of data and information, by the
Food and Drug Administration which
are not confidential. The open portion
may also include discussion by the ad-
visory committee of all of the.available
data and information, to the Zxtent that
the presence of observers will not in-
hibit the discussion and thui interfere
-with the advisory committee or agency
operations. The length of the open por-
tion will vary from committee to com-
mittee, and from meeting to meeting,
depending upon the agenda and other
relevant factors. In general, it is the
policy of the Commissioner to conduct
as much of an advisory committee meet-.
ing in open session as is feasible.

The closed portion of an advisory com-
mnittee meeting may include both the
presentation of confidential information
and closed advisory committee delibera-
tions. Data and information that are pro-
hibited from public disclosure pursuant
to 21 U.S.C. 331(j) and 18 U.S.C. 1905, or
by any provision in the public informa-
tion regulations in 21 CFR Part 4, may
properly be presented in such it closed
portion. The person who owns such data
and information may make such pres-
entation, and may be accompanied by a
reasonable number of persons to assist
him. The use of this procedure will, how-
ever, be extremely rare. In accordance
with 21 CFR Part 4 ind the regulations
referenced therein, a summary of safety"
and effectiveness data Is Itself not confl-
dential. Accordingly, oral presentation of

such data will be in open session unless it
relates to matters that are truly confi-
dential, e.g., an IND or "ADA the ex-
istence of which has not previously been
disclosed to the public.

The other part of a closed advisory
committee meeting is the executive ses-
sion, during which the advisory commit-
tee deliberations take place and the rec-
ommendatldns of the advisory committee
are formulated. This portion is closed to
permit free and open discussion of views,
and formulation of the best advice pos-
sible for the consideration of the Com-
missioner. In addition, such closed ses-
sion may Involve discussion of trade se-
cret material, information that may not
be released on the ground that It would
Invade personal privacy, and confidential
regulatory issues pending before the
agency.

To facilitate release, advisory commit-
tee minutes would be kept separately for
three portions of the meeting: The open
portions, the closed portion for presenta-
tion of confidential Information, and the
closed executive session for advisory com-
mittee deliberations. The minutes of a
closed executive session of a meeting
would not refer to advisory committee
members by name, to encourage free
discussion of the Issues involved.

TRAN SCRIPTS OF PUBLIC ADVISORY
COMUSITTEE IEETINGS (§ 2.314)

Present law does not require that a
transcript Or other recording be made of
either open or closed portions of an ad-
visory committee meeting. The Commis-
sioner has concluded that each advisory
committee should decide whether some
type of recording should be made and, If
so, by what means, e.g., stenographer or
tape. Any transcript or recording of any
portion of an advisory committee meet-
ing that is made by the agency, or other-
wise furnished to the agency, would be
retained by the agency and would not be
discarded or erased.

The Commissioner emphasizes, how-
ever, that a transcript or recording of a
closed portion of an advisory committee
meeting would be retained as confidential
by the agency and would not be consid-
ered by the agency or included in the
record of the advisory committee pro-
ceeding, for the reasons set out in the

-preamble to the notices discussing tis
subject in the context of the OTC drug
review, published In the FEaRA Rza-
IsrR of June 4 and November 8, 1974 (39
FR 19878, 39556). The Commissioner
would not refer to or otherwise consider
any such transcript or recording in his
review of the advisory committee recom-
mendatlons and his decision on the mat-
ter involved.
ADMnIISTRATIVE REcoRD OF 4 PUBLIC HEAR-

ING 1EFORI A PUBLIC ADVISORY co -IT-
TEE (§ 2.3 1)

Proposed § 2.315(a) specifies the ad-
ministrative record of the advisory com-
mittee proceedings with respect to a
specific matter. That record would be in-
cluded as a part of the record of any
administrative proceeding involving that
matter.

4709"

-= A TION OF ADIMMISTRATIVE RECORD
A OThER ADVISORY COMMUTEE RECORDS
(§ 2.316)

Proposed § 2.316(a) sets out, in detail,
the specific time at which the various
portions of the administrative record and
other advisory committee records would
be made available for public disclosure.

As a general rule, data and informa-
tion contained In the administrative rec-
ord which were provided to the advisory
committee by the agency-and are exempt
from public disclosure pursuant to the
public information regulations, or which
were prezented to the advisory commit-
tee by a person making a presentation
and which are prohibited from public
disclosure pursuant to such regulations,
would not be available for public ex-
aminatlon and copying. The sole excep-
tion to this general rule would be where
a public hearing before a public advisory
committee was being used in lieu of a
formal evidentlary hearing pursuant to
proposed § 2.117, in which case the
limited disclosure of safety and effective-
ness data pursuant to proposed § 2.5(j)
(2) would be applicable.

The proposed regulations would require
that the Public Records and Documents
Center maintain a file for each advisory
committee containing the principal rec-
ords relating to that committee, i.e, the
advisory committee charter, the list of
members and their curricula vitae, the
advisory committee minutes, and any
formal advice or report of the advisory
committee. These are the records for
which public disclosure is most often
sought.
PbMLIC MQUIRIES AZM REQUESTS roR PUB-

LIo ADVISORY coZMrr REcoRDs
(§ 2.317)

All requests for records would be in
accordance with the recently promul-
gated public information regulations,
and particularly § 4.40. General inquiries
could be hanudled4by the agency's Con-
m3ittee Mangement OMcer or the exec-
utive secretary of a particular advisory
committee.

DETEWMIATION TO CLOSE PORTIONS or
PUBLIC ADVISORY COWmrn 31ETINGS
(§ 2.318) .

Proposed § 2.318 sets out the circum-
stances under which the Commissioner
could make a determination to close a
Portion of a public advisory committee
meeting. As already noted, under no cir-
cumstances would all portions of a public
advisory committee meeting be closed to
the public.

The executive secretary of an advisory,
committee would prepare the initial re-'
quest for a determination to close a por-
tion of an advisory committee meeting,
which would be forwarded to the agency
Committee- Management Officer and,
from his oMce, to the office of the Chief
Counsel and to the Commissioner. Based
upon this request, the Commissioner
could conclude to close a portion of the
meeting, if the requirements of the regu-
lations were satisfied, or could conclude
that the portion should remain open.
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The regulations set out various crf-
teria for determining whether to close a
portion of a meeting. Information pro-
hibited from disclosure under 21 CFR
Part 4 and the regulations referenced
therein, e.g., trade secrets or material
that would Invade personal privacy,
would be discussed only in closed session.
Advisory committee deliberation on reg-
ulatory decisions with respect to specific
ingredients or products or pending ap-
plications for IND or NDA products would
ordinarily be conducted in closed session.
On the other hand, discussion of policy
issues, such as general testing protocols
or labeling for a class of drugs, or 'other
information that has already been. dis-
closed to the public, would be conducted
only in open session.

A closed session would be limited to the
advisory committee members and era-
ployees and consultants of the Executive
Branch of the Federal Government. If
any other person attended such a portion,
except to present. confidential material,
it would be opened to all interested per,
sons. Of course, the Food and Drug Ad-
ministration could properly limit attend-
ance of consultants and employees at
advisory committee meetings to those
whose attendance was appropriate for
the conduct of their work.

AD5IINISTRATIVE REMEDIES (§ 2.319)

Proposed § 2.319 provides procedures
uder which any person could contest
action taken by an agency employee or
an advisory committee relating to any
aspect of proposed Subpart D or the Fed-
eral Advisory Committee Act. If improper
action had been taken, the Comnnissioner
would take appropriate steps to remedy.
the error and to prevent its recurrence.

APPLICABILITY TO CONGRESS (§ 2.320)

Under the Federal Advisory Commit-
tee Act, Congress stands on the same
legal footing as any other member of the
public. Accordingly, the provisions 'of
proposed Subpart D would apply to Con-
gress in the same way that they would
apply to any other member of the public,
except that disclosure of advisory com-
mittee records to Congress would be gov-
erned by § 4.87 of the public Informa-
tion rpegulations.

COMMTESWORING PURSUANT TO A COX-
TRACT wI= TjE rOOD AND DRUG ADMIN-
ISTRuArON' c§ 2.321)
The Departrnent of Justice has pro-'

vided an opinion to the Food and Drug
Administration that, when the agency
contracts with another organization to
obtain advice and recommendations on
particular matters, and that organization
in turn utilizes a committee to prepare
such advice and recommendations, the
provisions of the Federal Advisory Com-
mittee Act do not apply if the governing
body of that organization undertakes
substantial policy and factual review of
the committee's work. In short, the ap-
plicability of Subpart D of the proposed
regulations to such committee would de-

Ypend upon whether the advice obtained
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is the advice of the organization or of a-
committee of the organization.

The Commissioner has concluded, as a
matter of policy, that committees work-
ing pursuant to a contract with the Food
and Drug Administration should be sub-
Ject to certain minimum standards re-
_gardIess whether the other provisions of
Subpart D are applicable to that com-
mittee. The Commissioner believes that
such minimum standards should be ap-
plicable to assure that a fair proeddure
will be followed by such committees even
though they are not subject to the specific
requirements of the Federal Advisory
Committee Act and Subpart D of the pro-
posed regulations.

Accordingly, proposed § 2.321(b) 'would
require 'that any such *committee give
public notice of its meetings and agenda,
and provide any Interested person an op-
portunity to submit relevant data, In-
formation, and views orally and in writ-
ing. Such notice could be published in the
FEDERAL REGISTER or disseminated by any
other reasonable means, but wouldin any
event be filed with the Hearing Clerk at
least 15 days-before the meeting involved.
Minutes of all open sessions would be
maintained, -'but minutes of closed
sessions -would not be required. Finally,
the organization would be required to
apply the same principles relating to
conflicts of interest as the agency does
in establishing its own public advisory
committees, but the organization would
in no way be obligated to consult with
the Food and Drug Administration on
such matters. Upon request, the agency
would assist or provide guidance to any
organization in meeting this require-
ment.

These minimum standards would apply
only to a committee of an independent
scientifie or technical organization which
was working pursuant to a contract Ini-
tially executed with the Food and Drug
Administration on or after July 1, 1975.
Accordinglysuch ongoing projects as the
GRAS list review, being conducted by the
Federation of American Societies of Ex-
perimental Biology, would not be affected.
'The Commissioner concludes that it
would be unfair to impose such require-
ments retroactively upon such an orga-
nization which had entered into a project
of this kind in good faith and had had nQ
advance warning that such requirements
might become applicable. In all future
documents relating to contracts, such re-
quirements will clearly be spelled out so
that no misunderstanding can exist.

APPLICATION OF ANTICANCER CLAUSES
(§ 2.322)

The Food and Drug Administration has
previously determined issues relating to
the potential application of the anti-
cancer clauses In the act in a number
of different -ways. The Commissioner
proposes that, in the future, such issues
shall ordinarily be referred to the newly
created Toxicology Advisory Committee,
so that a consistent application of the
law will be obtained.

QuALIFICATIONS FOR MEMBERS Or SITAIDIG
POLICY AND TECHNICAL ADvISORY coM-
MTTE s ( 2.s30).
Proposed § 2.330 sets out general quali-

flcations for advisory committee mem-
bers. The proposed regulations would
recognize that representatives of partic-
ular interest groups, e.g., labor, industry,
consumers, or agriculture, could properly
be included on policy advisory commit-
tees, but not technical advisory commit-
tees, as voting members specifically to
represent such interests, and the regula-
tions would constitute a determination.
pursuant to 18 U.S.C. 208(b) that no dis-
qualifying conflict of Interest existed by
reason of the fact of such representation.
The representational role of these mem-'
bers is clearly understood, and the Com-'
missioner concludes that their viewpoint
is essential for the type of general and
broad issues considered by a policy ad-
visory committee. d

Advisory committee members could be
removed from membership by the Com-
missioner for good cause. Although It is
not possible to specify the precise con-
tent of "good cause," excessive unjusti-
fied absenteeism from meetings, a dem-
onstrated bias, or a failure to abide by
the advisory committee rules and regu-
lations, would be adequate justification
for removal from the advisory committee,
INOMINATION;S or VOr1e LIE aS 0'
STANDING ADVISORY COMAITITE (§ 2.1)S

Proposed § 2.331 provides a niechanism
for any interested member of the pub-
lic to nominate persons for consdera-
tion as voting members of standing ad-
visory committees. The members of any
advisory committee could be chosen from
among the lists of nominees and from
any other sources.

Voting members of standing technical
advisory committees would serve as indl-
viduals, and not as representatives of any
group or organization whichi might have
nominated them or with which they
might be affiliated.
NIOLMATIONS AND SELtCTION 0r NONVOT-

ING IZEM1B2S Or STANDING =0MnTICAL
ADVISORY COZ TES (§ 2.332)

Proposed § 2,332 provides a mechanism
for nominating and selecting nonvoting
members of standing technical advisory
committees. In the past 3 years, the
Commissioner has increasingly Included
such nonvoting members to represent
consumer and industry interests on
standing technical advisory committees.
These members serve in a liaison func-
tion with those whom they represent.

Nonvoting consumer liaison members
would be nominated and selected by con-
sumer organizations and other interested
consumers, and nonvoting industry liai-
son members would be selected by indus-
try associations. Because they have no
vote and their liaison role for particular
interests Is well understood, the regula-
tions would constitute a determination
pursuant to 18 U.S.C. 208(b) that any
financial interest they may have in tho
particular class which they represent
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does not constitute a disqualifying con-
flict of interest. Thus, an industry liaison
representative would not be disqualified
because he held stock in the regulated
industry which he represents, but a con-
sumer liaison representative would be
disqualified if he were to hold stock in
the regulated industry affected by the
work of the technical advisory committee
of which he was amember.
RIGHTS AND RESPONSIBILITIES OF NONVOTING

EAEMEERS OF ADVISORY CO-lITTEES
(2 2.333)

Proposed § 2.333 sets out the rights and
responsibilities of nonvoting consumer
and industry liaison members of advisory
committees. In general, it is their re-
sponsibility to represent the consumer
and industry interests fairly In all
deliberations, but they must also exercise
restraint n performing these functions
and not engage in unseemly advocacy or
attempt to ekert undue influence over
the other members of the advisory com-
mittee.

The Commissioner notes that non-
voting consumer and industry liaison
representatives have served on all of the
OTC drug review advisory committees,
the biologics review advisory committees,
and the medical device classification
panels, with enormous success. With rare
exception, their conduct has been entire-
ly dignified and proper, and they have
made major contributions to the issues
pending before those advisory commit-

-tees.
AD HOC ADVISORY COMITTEE ERS

(§ 2.334)
Proposed § 2.334 provides that, when

the Commissioner, In his discretion, uti-
lizes an ad hoc advisory committee- to
review and consider a specific matter, he
may select the members pursuant to
§§ 2.331 and 2.332 or in any other appro-
priate manner.
POMPEN ATION OF PUBLIC ADVISORY COM-

I EMBERS (§ 2.335)

Proposed § 2.335 provides for uniform
compensation of all members of Food
and Drug Administration public advisory
committees, except for those-who waive
such compensation. The criteria under
which an advisory committee member
would be compensated for an agency-
directed assignment when. it was per-
formed at a time other than at an ad-
visory committee meeting are proposed in
this regulation.

LIST OF STANDING ADVISORY COMMITTEES
(§ 2.340)

Proposed § 2.340 sets out a list of all
current Food and Drug Administration
standing advisory committees,. including
the date established and the function
of the advisory committee. This list will
be amended to add and delete advisory
committees as they are formed and
terminated.
TECHENICAL ELECTRONIC PRODUCT RADIATION

SAFETY ST&NDARDS COMMIEE (TEPRSC)
(§§ 2.35o-2.354)

Proposed §I 2.350 through 2.354 would
govern the establishment and procedures

of TEPRSSC, one of the two permanent
statutory advisory committees of the
Food and Drug Administration. These
provisions are to a large extent governed
by provisions of the Radiation Control
for Health and Safety Act of 1968, and
have been in effect for this advisory com-
mittee for some time.

COLOR ADDITIVE ADVISORY COnnrvrrS
(§§ 2.300-2.304)

Proposed §§ 2.360 through 2.364 would
govern the establishment and procedures
of a color additive advisory committee
pursuant to section 706(b) (5) (B) of the
act, as added by the Color Additive
Amendments of 190. There is a legal
right to such an advisory committee for
the limited purpose of reviewing the ap-
plication of the anticancer clause con-
tained In section 706 of the act to a spe-
cific color additive, and the Commis-
sioner could, in his discretion, also refer
to any such advisory committee other
issues relating to a color additive.

Section 706(b) (5) (D) of the act pro-
vides that a color additive advisory com-
mittee would be composed of experts se-
lected by the National Academy of Sci-
ences or, if the NAB was unable or re-
fused to act, by the Secretary. The law Is
clear that the recommendations and ad-
vice should be provided by the advisory
committee, not by the NAB. Accordingly,
the provisions of the Federal Advisory
Committee Act and Subpart D of Part 2
would be fully applicable, and § 2.321.
relating to committees working pursuant
to a contract with the Food and Drug
Administration, would not be applicable.

The Commissioner notes that section
203 of the Color Additive Amendments
of 1960, which contain transitional pro-
visions relating to commercially estab-
lished colors, provided for reference of
matters to a color additive advisory corn-
mittee and for an opportunity for a
formal evidentlary public hearing on cer-
tain matters, for a period of 2% years
after enactment of that statute. Since
that time period has now expired, those
provisions are no longer applicable and
thus there is no right either to a color
additive advisory committee or to an op-
portunity for a hearing on such matters
at this time.

Some of the provisions contained in
these proposed sections are now con-
tained in H 8.12 through 8.14 of the
agency regulations. Those sections will
therefore be revoked by this proposal.
STANDING TECHNICAL PUBLIC ADVISORY COMI-

MIrTM FOR EUTAN PRESCR 'TION DRUGS
(§§ 2.370-2.373)

Proposed § 2.370 through 2.373 would
govern the use of standing technical pub-
lic advisory committees to conduct public
hearings on and to consider issues with
respect to human prescription drugs, In-
cluding antibiotic drugs and biologics. In
the past few years, as the medical and
scientific Issues raised by the agency's
review of human prescription drugs have
increased in complexity, the Commis-
sloner has increasingly relied upon the
use of standing technical public advisory
committees for advice and recommenda-

tions on such matters. Advisory commit-
tees of this nature have brought to the
agency the experience and expertise of
outstanding experts in the field. The
Commissioner concludes that this use of
advisory committees has important bene-
fits for the public and the agency and
*should be subject to clear guidelines pro-
posed In these new regulations.

Proposed § 2.371 would establish the
criteria for those investigational and
marketed drugs for which there is a high
priority for review by the appropriate
standing technical advisory committee.
Such drugs include those which represent
a significant therapeutic advance, new
single chemical entities, and issues that
have attracted wide public interest. An
advisory committee could also request the
Commlsioner for an opportunity to hold
a public hearing on and to review any
particular drug which fell within the
pharmacological class covered by the ad-
visory committee. Advisory committee
members could be invited to bureau
meetings and discussions relating to par-
ticular Issues.

In the past, advice and recommenda-
tions on pending issues relating to
human prescription drugs have at times
been provided by advisory committees
orally. This practice has led to some un-
certainty about the specific opinions
rendered by the advisory committee. Ac-
cordingly, § 2.372- provides that advice
and recommendations given by these ad-
visory committees would ordinarily be in
the form of a writtenTeport, which could
consist of the approved minutes or a
separate written document. The written
report would respond to the specific Issues
posed to the advisory committee, and
state the basis of the advice and recom-
mendations given.

The Conmissoner Is aware that In-
terested persons outsidethe agency might
at times disagree with an important
agency decision with respect to a par-
ticular drug. Section 2.373 would there-
fore permit such interested persons to
request that the agency refer any such
mattir to an advisory committee. The
Commissioner could, of courae, grant or
deny any such request.

PUBLC Hassu BEroaxuax
CO Th5OmM (SUBPART E)

Proposed Subpart E would establish
procedures governing a legislative-type
public hearing during which any person
may state his views, together with sup-
porting data and information, with re-
spect to the matters involved.

The Commissioner has concluded that
a hearing of this type, which is basically
the same as a hearing held by legislative
bodies, is very useful when the agency is
considering new regulations or broad
policy or requirements which affect many
interested persons. See, e~g, the notices
of hearings on prescription drugs indi-
cated for cough and allergy published in
the mERAL REGIS= of May 15, 1973
(38 FR 12769), and on the tentative final
order for OTC antacid drugs published
In the F DEaL Rzarsrra of January 8,
1974 (39 F 1359). Such hearings assure
concerned members of the public that

FEDERAL REGISTER, VOL 40, NO. 171-WEDNESDAY, SEPTF.,,BER 3, 1975

40711



40712

the agency officials responsible for the
matter will be directly presented With the
issues Involved, and provide agency of-
ficials with an opportunity to engage
those concerned about the matter in a
meaningful dialogue on those issues. See
O'Keefe, A Fine New Twist-A brief
Commentary on the Comnissioner of
Food and Drugs' First Oral Hearing, 29
Food Drug Cosmetic Law Journal 116
(March 1974).

SCOPE OF SUBPART (§ 2.400)

Proposed § 2.400 provides that a public
hearing before the Commissioner pursu-
ant to Subpart E could be held in the
discretion of the Commissioner, or pursu-
ant to specific provisions in other sections
of agency regulations, or in lieu of a for-
mal evidentlary public hearing pursuant
to § 2.117. The only provision presently
contained In Food and Drug Administra-
tion regulations which specifically pro-
vides for such a hearing is § 330.10 (a) (8),
which provides an opportunity for a
public hearing before the Commissioner
after the tentative final monograph is
,published for an over-the-counter (OTC)
drug but before the final monograph is
promulgated.

NOTICE OF A PUBLIC HEARING BEFORE THE
COMMISSiONER (§ 2.401)

Proposed § 2.401 would require that
public notice of a hearing before the
Commissioner be published in the FED-
ERAL REGISTER. The hearing notice would
state the purpose of the hiearing and
include or refer to any written document
which was to be the subject matter of
the hearing. If the hearing was in lieu
of a formal evidentlary public hearing,
the notice would comply with the re-
quirements of § 2.117(e).

In some Instances, such a hearing
would be limited to review of an existing
administrative record. For example, pur-
suant to § 330.10(a) (10) of the regula-
tions governing the development of OTC
drug monographs, the administrative-
record is closed when the advisory review
committee issues Its report and recom-
mendations to the Commissioner. There-
after, no additional data or information
may be submitted or considered.

NOTICE OF APPEARANCE; SCHEDULE

pOR HEARING (§ 2.402)
After the notice appeared in the FED-

ERAL REGISTER, any person interested in
participating in the hearing would be
required to inform the Hearing Clerk or,
If only a short period of time was in-
volved, a specifically named Food and
Drug Administration employee, of that
interest. A specific amount of time should
be requested for each presentation. As
promptly as possible after the time for
making such requests expires, each per-
son would be informed of the time of his
presentation and the amount of time
allocated for it.

CONDUCT OF A PUBLIC HEARING BEFORE
THE CO I ISSIONER (§ 2.403)

The Commissioner or his designee
would preside at the hearing. Other
agency employees could also accompany

PROPOSED RULES

the presiding officer and could serve as a
panel in conducting the hearing.

The hearing would be conducted In the
same way that a legislative hearing is
conducted. Those making presentations
could be accompanied by anyone of their
choosing and could present any relevant
data, .information, or views during their'
allotted time. The presiding officer and
those who serve with him could ask such
questions as they deem appropriate, but
no other person could ask questions. Ad-
ditional time could be allotted to any
person, in the discretion of the presiding
officer, but the time allotted for any per-
son could not be reduced.
'WRITTEN SUBMISSIONS PERTAINING TO A

PUBLIC HEARING BEFORE THE COMMIIS-
SIONER (§ 2.404)
Following the hearing, the record would

remain open for 15 days for the filing of
additional written submissions unless the
notice of hearing or the presiding officer
-specified otherwise.
ADMINISTRATIVE RECORD OF A PUBLIC HEAR-

ING BEFORE THE COMIISSIONER (§ 2.405)
Proposed §;2.405 specifies the adminis-

trative record of the hearing. Such rec-
ord would be included as part of the rec-
ord of any administrative proceeding in-
yolving the matter.

EXAMINATION OF ADMINISTRATIVE

RECORD- (§ 2.406)

The entire administrative record of a
public hearing before'the Commissioner
would be available for public examina-
tion and copying, pursuant to the provi-
sions of § 2.5(j) (1), except that where
this form of hearing was being used as
an alternative form of hearing in lieu of
a formal evidentiary public hearing the
limitations in § 2.5(j) (2) and (3) would
be applicable.

REGULATORY HEARING BEFORE THE FOOD
AND DRUG ADMINISTRATION (SUBPART F)
Proposed Subpart F would govern all

informal fact-finding hearings held by
-the Food and Drug Administration in de-
termining whether any, or what type of,
regulatory action should be taken with
respect to a particular matter involving
a specified person. This type of hearing
would involve consideration of direct
regulatory action in a specific fact situa-
tion limited to a particular firm, whether
on an administrative basis or through
the courts, and would not involve the
type of policy issues usually considered
in a public hearing before the Commis-
sioner pursuant to Subpart E or other
general matters such as the development
of regulations. The requirements for a
regulatory hearing, as proposed in this
subpart, meet or exceed all the stand-
ards for procedural due process of law
delineated in Golfberg v. Kelly, 397 U.S.
254 (1970).

SCOPE OF SUBPART (§ 2.500)

A regulatory hearing before the Com-
missioner would be appropriate in two
quite different types of situations. In
some instances, the Commissioner could
be considering a particular matter and

lack sufficient Information to make a
final determination as to whether any
regulatory action is warranted and, if

-so, what type of action would be appro-
priate. In the past, the opportunity for
informal presentation of views pursuant
to section 305 of the act was frequently
used for this purpose. The Food and Drug
Adninistration concluded some time ago,
however, that this was an improper use
of section 305 of the act, and that sec-
tion 305 should be limited to situations
where criminal action is seriously being
considered. Accordingly, wherever crimi-
nal action is not under serious considera-
tion but additional information Is needed
for a regulatory determination, the Com-
missioiner could use the regulatory hear-
ing procedure proposed In this subpart as
one method of gaining information to
make a final determination on appro-
priate action. If the Commissioner con-
cluded that the possibility of criminal
action should be considered after a regu-
latory hearing was held, an opportunity
for presentation of views would be given
in accordance with section 305 of the 'not,
but under no circumstances would a reg-
ulatory hearing be required prior to a
section 305 citation.

In addition, under some provisions of
current agency regulations, persons af-
fected by adverse agency action have an
opportunity for a hearing. Present pro-
visions of law do not require that this
be a "hearing on a record," and thus the
provisions of Subpart B relating to a
formal evidentiary public hearing would
not be required to be applied. For the
most part, present regulations simply
provide an opportunity for a hearing,
without specifying the form of the hear-
ing or the procedure to be followed. Ac-
cordingly, the Commissioner proposes
that a specific procedure should be in-
corporated in Subpart F for this purpose.

Proposed § 2.500(b) lists some 24 pro-
visions of current agency regulations
which provide a hearing, or which would
be amended by these regulations to pro-
vide for a hearing, upon a determination
by the Food and Drug Administration
that is adverse to the interests of the per-
sons involved. In each of these instances,
the provisions of Subpart F would be ap-
plicable. The Commissioner Invites all
interested persons to identify, In com-
ments on these proposed regulations, ad-
ditional provisions of current regulations
which should also be subject to an oppor-
tunity for a regulatory hearing.

The Commissioner erjphasizes that the
proposed regulations would provide a
right to a regulatory hearing only with
respect to those specific matters listed
in § 2.500(b). In all other instances, an
opportunity for a regulatory hearing
would be solely within the discretion of
the Commissioner.
INAPPLICABILITY AND LIMITED APPLICABILITY

(§ 2.501)
Section 2.501(a) of te proposed reg-'

ulations provides that the informal pres-
entation of views before reporting al
criminal violation pursuant to section
305 of the act and section 5 of the Vederal
Milk Import Act viould not be governed
by the provisions of Subpart F. The Com-,
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due process right to be advised and ac- Commissloner, and the basis In the
companled by counseL record.missioner intends in the near future to

revise the regulations governing these
presentations, in §§ 1.6 and 1210.31, to
-provide better guidance with respect to
such matters. The Commissioner believes
that these specific statutory proceedings
are intended not to be adversarial in na-
ture, but simply to provide an oppor-
tunity for discussion at an informal
conference, for which the provisions of
Subpart F would be inappropriate.

Similarly, proposed § 2.501(a) pro-
vides that the hearing held with respect
to a refusal of admission of any product
offered for import into the country
would not be governed by proposed Sub-
part F. The courts have held that impor-
tation of any product subject to the act
into the United States is entirely within
the discretion of the Commissioner and is
not subject to the requirements for an
Adjudicatory hearing pursuant to the
Administrative Procedure Act, 5 U.S.C.
554. See Sugarman v. Forbragd, 267 F.
SUpp. 817, 825-826 (ND. Cal. 1967), aff'd,
405 F. 2d 1189 (9th Cir. 1968). The
Commissioner concludes that, because of
the large number of import detentions
involved, the present procedure for in-
formal conferences L more suited to this
type of matter than a regulatory hearing
under Subpart F.
' The Commissioner recognizes that
other specific procedural provisions in
other sections of agency regulations,
such as the new procedures governing
-emergency permit control Under Subpart
A of Part 90, should continue to govern
those specific proceedings. Accordingly,
where other specific procedural provi-
sions exist, they would override the pro-
visions of Subpart F except to the extent
that the provisions in Subpart F supple-
mented but were not in conflict with
them. Thus, § 2.501(b) provides that the
additional procedural safeguards pro-
vided by the right to counsel, reconsid-
eration and stay, and judicial review in
Subpart F would be applicable in all In-
stances, since no other Food and Drug
Administration procedural regulations
conflict with those provisions, except for
the proceedings exempted in § 2.501(a).

PRESIDING OFFICER (§ 2.505)

Proposed § 2.505 provides that any
Food- and Drug Administration employee
to whom the Commissloner delegated
such authority, or any person designated
by such employee, could serve as therpre-
siding officer at a regulatory hearing.
The presiding officer would be required
to be, however, a neutral and unbiased
officiaL Thus, he would not have partici-
pated in the investigation or action which
was the subject of the hearing, or be
directly subordinate to a person who had
participated In such investigation. The
Food and Drug Adriualstration could
substitute a different presiding officer for
the one originally designated, without
notice to the parties, since the person
originally designated as the-presiding of-
ficer could be unavailable when the hear-
Ing occurred.

RIGHT TO COUNSEL (§ 2.506)
i Proposed § 2.506 would guarantee to
every party to a hearing the fundamental

REGULATORY HEARING ON THE INITIATIVE OF
THE commrzIoNERt (f 2.510)

Proposed § 2.510 would govern the pro-
cedures to be followed at a regulatory
hearing held on the initiative of the
Commissioner. Such a hearing would be
initiated by a notice of opportunity for
hearing given by the Food and Drug Ad-
ministration to the party or parties in-
volved. Such notice would specify the
facts and actions which are the subject
of an opportunity for a hearing and re-
quire a response within a stated time pe-
riod to a specified individual.

If no response was filed within the'
stated time period, the offer for a hear-
ing would be deemed to have been re-
fused, and no hearing would be held. If
a hearing was requested, It would take
place 4t a time and location agreed upon
by the parties or, in the absence of such
agreement, at a time and location des-
ignated by the presiding officer.

REGULATORY M.ARING PURSUANT TO
REGULATION (Q 2.511)

Proposed § 2.511 deals with regulatory
hearings initiated at the request of a
party, rather than on the initiative of
the Commissioner. Pursuant to the vari-
ous provisions of the agency regulations
listed in § 2.500(), any person who was
adversely affected by the particular ac-
tion specified therein would have a right
to an opportunity for a regulatory hear-
ing. The Food and Drug Administration
would be required to furnish any such
person a notice of opportunity for hear-
Ing, which would include the amount of
time within which he could request a
hearing. The failure to request a hear-
ing would be deemed to constitute a
waiver of any right to a hearing.

Before the hearing, the Food and Drug
Administration would, upon request, give
to the party requesting the hearing rea-
sonable notice of the matters to be con-
sidered at the hearing, including a com-
prehensive statement of the basis for the
decision or action taken or proposed by
the Commissioner and a general sum-
mary of the Information that would be
presented by the agenoy at the hearing in
support of such decision or action. The
Commissioner believes that such notice
would be necessary in order reasonably to
inform the party of the matters involved.
Because the time between the request for
hearing and the hearing date could be
short, however, such notice could be given
either orally or in writing, in the discre-
tion of the Commissioner.
- The Commissioner could take such ac-

tion pending a regulatory hearing under
this section as he concludes to be neces-
sary to protect the public health, except
where expressly prohibited by statute or
regulation. See Goldberg v. Kelly, 397
U.. 254, 263 n. 10 (1970). If action was
taken and not stayed pending the hear-
Ing, the hearing on the matter would be
expedited. After the hearing is con-
cluded, a written decislon would be pre-
pared stating the reasons for whatever
administrative action was taken by the

HEARm;G PROcEDuE (9 2.512)

Proposed § 2.512 specifies the procedure
to be used in conducting any regulatory
hearing pursuant to Subpart F. A regu-
latory hearing would be a private hearing
unless the party who requested the hear-
ing determines otherwise. The determi-
nation to make the hearing a public
hearing could be made in either of two
ways. First, the party requesting the
hearing could simply request that It be
conducted In public, in which case this
would be done. Second, if the party re-
questing the bearing wished to be ac-
compaled by any person other than an
employee or consultant or other person
subject to a commercial arrangement as
defined In § 4.81(a), the hearing would
have to be a public hearing and any in-
terested person could attend.

At the hearing, employees of the
agency would be required to give a full
and complete statement of the action
which was the subject of the hearing, to-
gether with the information and reasons
supporting it, and could present any in-
formation relevant to the hearing: The
Food and Drug Adnistr ation" would

'have the burden of proof in any hearing
conducted pursuant to the specific pro-
visions listed In 1 2500 (b). The party re-
questing the hearing would have the right
to present any oral or written infoima-
tion relevant to the hearing. All parties
could conduct reasonable cross-examina- ,-
tion.

The Commissioner emphasizes that
the regulatory hearing Is Intended to be
informal in nature. The technical rules
of evidence would not apply. Accordingly,
objections on the basis of hearsay, lead-
Ing questions, or similar legal technicali-
ties, would not be heard. All information
in any way reasonably related to the
matter would be included in the record.

The presiding officer would prepare a
written report of the hearing. This re-
port could be reviewed and corrected by
all parties to the hearing if time per-
miltted, I.e., If Immediate aetion was not
necessary in the public interest as a re-
suit of information obtained during the
hearing. If the hearing was transcribed,
such transcription would be a part of
the report of the hearing.

ADMWh'STRAOMV RECORD OF A REGULATORY
• HE C0 (§ 2.513)

Proposed 12.513 specifies the record of
the administrative proceeding. This rec-
ord would be included as part of the rec-
ord of any administrative proceeding
involving the matter.
EMAMIATxo. oF ADrn smAv= EPEcopX

(§ 2.514)

The' availability for public disclosure
of th& administrative record of a regu-
latory hearing would be governed by the
provisions of the public information reg-
ulations. Thus, disclosure would depend
upon the subject matter involved in the
hearing. For example, trade secrets and-
information that would represent a
clearly unwarranted invasion of personal

FEDERAL REGISTER, VOL 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975

40713PROPOSED RULES



PROPOSED RULES

privacy would not be available for public
disclosure, pursuant to §§ 4.61 and 4.63.
If the hearing involved an IND plan, the
provisions of H9 312.5 and 314.14 would
apply, and If the hearing involved the
safety of a cosmetic ingredient any safety
information voluntarily submitted to the
agency at the hearing would be available
for public disclosure pursuant to § 4.111
(data and information submitted volun-
tarily to the Food and Drug Administra-
tion). Investigatory records compiled lor
law enforcement purposes would be made
available pursuant to the provisions of
§ 4.64, Le., all information disclosed to
the party would immediately be available
for public disclosure, except where pos-
sible criminal prosecution was Involved.

RECORD FOR ADIIHISTRATIVE DECISION
(§ 2.515)

For those matters where the Commis-
stoner had offered an opportunity for a
hearing in his discretion, pursuant t o
§ 2.500(a), the Commissioner could con-
sider all relevant data and information
as well as the administrative record of
the hearing in determining whether reg-
ulatory action should be undertaken and,
If so, what form of action should be
taken.

With respect to those regulatory hear-
Ings which would be provided pursuant
to the specific provisions in the regula-
tions cross-referenced in § 2.500(b), the
administrative record of the hearing
would constitute the exclusive record for
decision by the Commissioner.-

RECONSIDERATION AND STAY OF ACTION
(§ 2.516) -

Proposed § 2.516 provides that, follow-
ing any final administrative action which
was the subject of a hearing, any partici-
pant could petition for reconsideration
or a stay of action pursuant to §§ 2.8 or
2.9. This would exclude, of course, any
decision to Institute civil or criminal ac-
tion in the .courts.

JUDICIAL REVIEW (Q 2.520)

The availability of Judicial review with
respect- to- any administrative action
which was the subject of a hearing pur-
suant to Subpart F would be governed
by § 2.11. The Commissioner has con-
cluded that it would not be feasible to
propose definitive rules with respect to
the availability ofjudicial review of ac-
tion taken as a result of a regulatory
hearing, because of the different types of
action that may be the subject of such a
hearing. If a regulatory hearing resulted
in a seizure or injunction action or sec-
tion 305 citation and criminal prosecution
in the Federal courts, the proper remedy
for any aggrieved party would be to con-
test such action in the courts. Judicial
review of the Commissioner's decision to
take such action would not be permissi-
ble. Where the administrative action
taken by the Commissioner was not final
in nature, judicial review also would not
be permitted. Where the Commissioner
took final administrative action as a re-
sult of a regulatory hearing, however,
Judicial review of such final action would
clearly be permitted in accordance with

the provisions of § 2.11. Such review
would, of course, be based solely upon the
administrative record of the proceeding,
and would not properly consider any
data, information, or arguments not pre-
sented in the course of the regulatory
hearing.
STARDS OF CONDUCT AND CONFLIcrS OF

INTEREST (SUBPART G)
Subpart G of the proposed regulations

would-include, or cross-reference, all reg-
ulations governing the standards of con-
duct and conflicts of interest with re-
spect to present and former employees of
the Food and Drug Administration, in-
cluding special government employees
and employees of the Food and Drug Di-
vision of the Office-of General Counsel.

SCOPE OF SUBPART Q 2.600)

Although Subpart G would be estab-
lished to include all pertinent regulations
with respect to these matters for all pres-
ent and former agency employees, many
of these regulations are still in the proc-
ess of development. Accordingly, the pro-
visions proposed in Subpart G at this
time represent only brief and initial
statements of very general policy. The
Commissioner anticipates that substan-
tial further regulations will be added to
this subpart, particularly relating to
former employees and all special govern-
ment employees.
REFERENCE TO DEPART 4EIIT REGULATIONS

(Q 2.610)
All Food and Drug Administration

employees are fully subject to the regu-
lations (45 CFR Part 73) governing
Standards of conduct for Department of
Health, Education, and "Welfare em-
ployees, except that agency special gov-
ernment employees are subject only to
Subpart L of 45 CF5 Part 73. In-addition,
onlk Food and Drug Administration em-
ployees are subject to the provisions of 45
CFR Part 73a, which supplement the De-
partment regulations. The provisions of
45 CFR Part 73a do not apply to special
government employees of the Food and
Drug Administration.'

CODE oF CS FOR GOOVLRUqMX SEELVICE(§ 2.6.1)

Proposed § 2.611 would make applicable
to all Food and Drug Administration em-
ployees, -including special government
employees, the code of ethics for govern-
ment service adopted by Congress in
1958. The Commissioner considers this
code, embodying high ethical principles,
applicable to all agency employees.
FOOD AND DRUG ADIIINISTRATION CONFLICT

OF INTEREST REVIEW BOARD (§ 2.612)

Under proposed § 2.612, the Commis-
stoner would establish a permanent five-
member Conflict of Interest Review
Board which would review and-.make
recommendations to the Commissioner

-with respect to all matters- brought be-
fore it relating to conflicts of interest The
Associate Cotmissioner for Administra-
tion would be responsible for bringing
Issues to the Review Board. In addition,
any individual inside or outside the agen-

cy who was the subject of an adverse de-'
termination of any kind by the Office of
the Associate Commissioner for Admin-'
Istration would have the right to an ap-
peal to the Review Board with respect to
that matter. I
- The Review Board would be a perma-

nent body whose purpose would be to
establish guidelines and precedents,
through written decisions, guidelines, and
regulations, that would govern all con-
flict of interest Issues within the agency.
Whenever feasible, the policy adopted as
a result of the work of the Review Board
would be incorporated in regulations In
Subpart G. I

The RevievwBoard would be sensitive to
the privacy rights of individuals with re-
spect to the Information It received. In
some Instances, the only Information
that would be disseminated publicly
would be written in a form that did not
reveal the Identity of the individual In-
volved. In other instances, either pur-
suant to general regulations adopted by
the agency or pursuant to a specific do-
termination for a named Individual, pub-
lc disclosure of information related to
an individual would be appropriate to
provide public notice of the eIrcun-
stances under which the Individual was
serving as a government employee or
special government employee, For ex-
ample, Information could routinely be
filed with the Public Records and Docu-
ments Center with respect to stockhold-
ings of agency conultant3 which lind
been determined not to be substantial, to
give public notice about such holdings,

DUTY TO REPORT VIOLATIONS (§ 2,013)
Proposed § 2.613 would provide that all

agency employees who had factual in-
formation showing or who otherwigo
believed that any present or former Food
and Drug Administration employee had
violated or was violating any provision of
the laws summarized in 45 CM Part 73
should report such information directly
to the agency's Policy Management Staff
(HFA-20), which Is responsible for han-
dling all matters of this type. The Com-
missioner advises that, under existint
statutory and case law, the failure to
report a violation, by Itself, is not sufll-
cient to subject an ndividual who knowd
of such violation to potential criminal
liability as an accessory or accomplice.
Accordingly, § 2.613(a) would simply en-
courage reporting of violations, but no
penalty would or could be imposed for
failure to report under these circum-
stances. In considering reports submitted
pursuant to this section, the Policy Man-
agement Staff would consult with the
Conflict of Interest Review Board when
close issues arose that required policy

gconsideration.e
The records received and generated

pursuant to this section would be main-I
tained by the agency* in strictest confi-I
dence. Only those who were required to
see such records In the performance of,
their duties would be given access to'
them.

The Commissioner has carefully con-'
sidered the provisions proposed In thil
section, and has consulted with n crozsi
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section of employees throughoutl the
agency on them. On the one hand, it is
widely recognized that all citizens share
a moral obligation to help enforce legal
requirements. On the other hand, It is
equally recognized that basic civil liber-
ties must be respected, and that the
,rights of both the accuser and the ac-
cused must be fully protected. The Com-
missioner is of the opinion that the pro-
visions in this section strike an adequate
balance between these valid concerns. No
one would be required to report viola-
tions, but all would be encouraged to do

- so. Only those reports which a person was
willing to put in writing would be re-
garded as sufficiently serious to pursue.
Those written records would be carefully
safeguarded, so that there would be no
concern about their improper release to
persons who wdre not required to review
them in the course of their duties.

iERTANENT DISQUALIFICATION OF FORER

ZM.PLOYEES (§ 2.620)

Proposed § 2.620 states the provisions
of current law, 18 U.S.C. 207(a), with re-
spect to permanent disqualification of
former Food and Drug Administration
employees on particular matters involv-
Ing a specific party or parties in which
the former employee participated per-
sonally and substantially. It is the in-
tention of the Commissioner that this
statutory language be supplemented in
the future by interpretive regulations to
give better guidance to former employees
with respect to permissible and imper-
missible activity.
TEMPORARY DISQUALIFICATION OF FORMER

EMPLOYEES (§ 2.621)
Proposed § 2.621 similarly summarizes

the provisions of 18 U.S.C. 207(b) with
respect to the 1-year disqualification of a
former Food and Drug Administration
employee oifany matter which was under
his official responsibility within 1 year
preceding termination of such responsi-
bility. Again, additional interpretive reg-
ulations will be issued to clarify this
statutory disqualification.

CONFORMING CHANGES IN OTHER FOOD AND
DRUG ADMINISTRATION REGULATIONS

The new procedures proposed in Part
2 of the regulations would require corres-
ponding changes in numerous other exist-
ing agency regulations in Title 21 of the,
Code of Federal Regulations. The fol-
lowing is a brief summary of these
changes. The- Commissioner recognizes
that other conforming changes might
also be appropriate, and invites comment
suggesting further amendments to the
agency regulations.

EXEMPTION FROM REQUIRED TLBEL
STATEAENTS

Section 1.1a would be revised to pro-
vide that exemptions from required label
statements shall be adopted pursuant to
Part 2.

EEMPTION FRom FOOD LABELINrG
INFORxATION REQUIREMENTS

Section 1.8d(f) would be revised to
state that a petition requesting an ex-

PROPOSED RULES

emption from the food labeling informa-
tion requirements in that section shall
be submitted pursuant to Part 2.

DELEGATIONS or AuTHoRIT- AND
ORGANIZATION

Former Subparts H and M of Part 2
would be recodifled as a new Part 5. Ref-
erences to the Assistant General Counsel

.for Food and Drugs, Office of General
Counsel, Department of Health, Educa-
tion, and Welfare would be revised to re-
flect that he now has the additional title
of Chief Counsel for the Food and Drug
Administration.

COLOR ADDITIVE ADVIsOny Cos,.rzTTEs
Section 8.12 would be revised to cross-

reference the new provisions relating to
color additive advisory committees in
§§ 2.360 through 2.364; prior provisions
in § 8.12 through 8.14 would be revoked.

EXEMPI'ION FROM COLOR ADDITIVE
CERTIFICATION

Section 8.18 would be revised to state
that a petition for exemption from cer-
tifieation for a color additive shall be
submitted pursuant to Part 2.
OBJECTIONS ATD HEARINGS RELATING TO

COLOR ADDrrVE REuLATIONS
The existing provisions in § 8.19

through 8.21 would be revoked, and a
new § 8.19 would provide that objections
and hearings relating to color additive
regulations shall be governed by Part 2.
COLOR ADDITIV CERTIFICATION REFUSAL

Section 8.27(b) would be amended to
add a sentence stating that a person who
wishes to contest a refusal to certify a
batch of a color additive has an oppor-
tunity for a regulatory hearing pursuant
to Subpart F. No opportunity for a hear-
ing now exists.

CERTIFICATION SERVICE REFUSAL

Section 8.28(b) would be revised to
provide that a person who wishes to con-
test refusal of certification service has
an opportunity for a regulatory hearing
pursuant to Subpart F of Part 2. The cur-
rent provisions, which would be revoked,
provide for a formal evidentiary public
hearing. The Commissloner is of the
opinion that the statute does not require
an opportunity for a formal evidentlary
public hearing, and that a regulatory
hearing is more appropriate for this type
of proceeding.. "
INVESTIGATIONAL USE OF COLOR ADDITIVES

Section 8.33(a) would be amended to
add a new sentence providing an oppor-
tunity for a regulatory hearing pursuant
to Subpart F upon a refusal to permit the
use of food derived from animals on
which investigational color additives are
used. No opportunity for a hearing now
exists.

FOOD STANDARDS
Section 10.2 would be revised to state

that the procedure for establishing a
food standard shall be governed by Part
2. The provisions now contained In this
section would be superseded by the more
detailed provisions of Part 2.
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FOOD STANDARD TEmPORY PERIS
A new paragraph (1) would be added

to § 10.5 to provide that a person who
wishes to contest denial, modification, or
revocation of a temporary permit to vary
from a standard of Identity has an op-
portunity for a regulatory hearing pur-
suant to Subpart F of Part 2. No oppor-
tunity for a hearing exists.

STANDARDS OF QUALITY

Section 11.1(e) would be revised to
state that standards of quality for foods
for which there are no standards of iden-
tity may be established pursuant to Part
2 and to delete the reference to a former
provislonin Part 2 that would be revoked
by the proposed regulations.

SPECIAL DIETARY FooDs
Section 80.1(b) (4) would be revised to

delete the reference to a former provi-
sion in Part 2 that would be revoked by
the proposed regulations.

EMERGENCY PRaIUr CONTROL
Section 90.2(a) would be revised to

refer to the provisions in Part 2 and to
delete the reference to a former provi-
sion In Part 2 that would be revoked by
the proposed regulation.

NuTmoNAL QUAI.IT Gunr.-Ess FOR
FOODS

Section 100.2 would be revised to refer
to the provisions n Part 2 and to delete
the reference to a former provision in
Part 2 that would be revoked by the pro-
posed regulations.

Co =ON OR USUAL NArES FOR
NONSTANDARDIZED FooDs

Saction 102.2(a) and (b) would be re-
vised to refer to the provisions In Part
2 and to delete the reference to a former
provision in Part 2 that would be revoked
by the proposed regulations.

FOOD ADDITIVES

Sections 121.40(c) (1), 121.41(b) (1),
and 121.4000(c) would be revised to re-
fer generally to the new procedures con-
tained in Part 2 rather than to proce-
dures now used.

Section 121.55 would be revised to state
that objections and hearings relating to
food additive regulations shall be gov-
erned by Part 2. All of the previous pro-
cedural provisions relating to food addi-
tives in Part 121 would be revoked.

Section 121.74 would be revised to state
that the procedure for amending and re-
pealing food additive regulations would
be governed by Part 2.

APProvAL or PREScRIPTIoN DRUG
ADVERTIsEmEN-TS

Section 202.1(J) (5) would be added to
state that a regulatory hearing pursuant
to Subpart F of Part 2 is available with
respect to any determination that prior
approval is required for advertisements
concerning a partcula prescription
drug, or that a particular advertisement
Is not approvable. No opportunity for a
hearing now exists.
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PRESCRIPTION EXEIPTION PROCEDURE FOR
Naw DRUGS

Section 310.200(b) would be revised to
replace the procedure now set out In
that provision with-a reference to Part2.

PHASE IV CLINICAL STUDIES

Section 310.303(b) w6uld be revised to
state that a proposal to require addi-
tional or continued studies for a new
drug shall be pursuant to Part 2.

INVESTIGATIONAL NEW DUaGs
Section 312.1 (c) (1) and (4) and (d)

would be revised to state that any per-
son who wishes to contest any issue aris-
Ing out of disqualification of an Investi--
gator and his work, and termination of
an IND, has an opportunity for a regu- -
latory hearing pursuant to Subpart F of
Part 2. This would replace the current
procedure which is similar in nature but
not specified in detail.

These provisions would also be revised
to state that an IND plan may be ter-
minated Immediately upon a finding of
a danger to health, rather than requir-
lng an imminent hazard to health, in
order to conform them to proposed
§ 2.511(e). Section 505(1) of the act does
not require the Commissioner to find an
Imminent hazard to health before an
IND plan may be terminated.

LABORATORY RESEARCH ON INVESTIGATIONAL
NEW DRUGS

Section 312.9(c) (2) would be revised
to state that any person who wishes to
contest termination of an investlgational
exemption for use of a new drug In labo-
ratory research animals or in vitro tests
has an opportunity for a regulatory hear-
Ing pursuant to proposed Subpart F of
Part 2. Now, a conference is permitted
'but there is no opportunity for a hearing.

HEARINGS INVOLVING NEW DRUGS

Section 314.200 would be revised to
delete material that is duplicative of re-
quirements contained In proposed Sub-
part B of Part 2.

Section 314.201 would be added to state
that hearings relating to new drugs shall
be governed by Part 2. All of the prior
procedural provisions relating to new,
drug hearings would be revoked.

Section 31C235 would be revised to
conform it to the provisions of proposed
Subpart B by deleting duplicative mate-
riaL

IN VITRo DIAGNOSTIC PRODUCTS FOR

Section 328.30(a) would be revised to
refer to Part 2 and to delete the refer-
ence to a provision in Part 2 which
would be revoked by the proposed regula-
tions.

OTC DRUG REVIEW

Section 330.10 (a) (12) would be revised
to state that a petition to amend or re-
peal any OTC drug monograph shall be
submitted pursuant to Part 2.

- INSULIN

Section 429.50 would be revised to state
that, upon suspension of insulin certifl-

cation service, a person shall have an
opportunity for a regulatory hearing pur-
suant to Subpart F of Part 2. Now, a
formal evidentary public hearing is pro-
vided. The Commissioner, is of the
opinion that a formal evidentlary public
hearing is not required by statute and
that a regulatory hearing pursuant to
Subpart F is more appropriate for this
type of proceeding.

ANTIBIOTIC REGULATIOI S

Section 430.20(a) -tould be revised to
state- that the procedures for the issu-
ance, amendment, or repeal of antibiotic
regulations shall be governed by pro-
posed Part 2. The remaining procedural
provisions relating to antibiotic hearings
would be revoked.

Section 430.20(d), relating to requests
for hearings with respect to the failure
to issue an antibiotic regulation, or
amendment or repeal of such a regula-
tion, would be revised to make the same
modifications that have been proposed in
§ 314.200 for new drugs, to conform It
to the provisions in Subpart B.

CERTIFIcATION Or ANTIBIOTIC DRUGS

Section 431.52 would be revised to state
that, upon suspension of certification
service, a person shall have an oppor-
tunity for a regulatory hearing pursuant
to Subpart F of Part 2. Now, suspension
of certification service is subject to a for-
mal eviidentiary public hearing. The Com-
missioner is of the opinion that the stat-
ute does not require a formal eviden-
tiary public hearing under these circum-
stances and that Subpart F provides a
-more appropriate procedure for this type
of proceeding.

,Vx=TioPors FRom ANTIBIOTIC CERTIFICA-
* TION AND LABELING ItEQUIRELEN'TS

A number of specific sections In Part
433, relating to exemptions from anti-
biotic certification and labeling require-
ments, would be revised to provide that
a person who wishes to contest adverse
action by the Food and Drug Administra-
tion shall be subject to an opportunity

-for a regulatory hearing pursuant to Sub-
parf F of Part 2. Now, these provisions
state only that such action is subject to
a hearing, without specifying the type of
hearing, or do not specify that any hear-
ing is permitted.

The current provisions state that such
exemptions can in some instances be
revoked only after notice and oppor-
tunity for hearing. The proposed cross-
reference to the provisions -governing a
regulatory hearing under Subpart F of
Part 2 would mean that the Commission-
er could make any such revocation effec-
tive Immediately if he found that this
was necessary to protect the publfc
health, lursuant to § 2.511(e).

NEW ANnuL DRUGS

A number of specific provisions In
Parts 511 and 514 relating to investiga-
tional and marketed new animal drugs
would be revised in the same way as
their counterpart provisions relating to
investigational and marketed new drugs,
to refer to the new procedural provisions

in Part 2. The prior procedural Provisions
relating to hearings would be revoked.

LICENSING OF BIOLOGIOALS

The procedural provisions in Part 601
relating to licensing of biologicals, revo-
cation and suspension of a license, and
hearings on suoh matters would be sub-
stantially revised, consolidated, and sim-
plified. Hearings on denial, revocation,
or suspension of a biologics license would
be governed by Part 2. The procedural
requirements for new drugs in § 314.200
would be incorporated by reference. Pre-
vious procedural provisions relating to
biologics would be revoked,

COSMETIC LABELIING
Section 701.3 (b) and (e) would be'

revised to refer to the provisions in Part
2 and to delete the reference to [ provi.
sion In Part 2 that would be revoked by
the proposed regulations.
NOTIFICATIOIT Or DEFECTS IN ELECTRONIC

PRODUCTS i
Section 1003.11(a) would be amended

and § 1003.31(d) would be added to in-
elude a provision stating that a percon
who wishes to contest a determination
that a product fals to comply or has a
defect, and a -denial of an exempt-Ion,
from the notification provisions, has an
opportunity for a regulatory hearing
pursuant to Subpart F of Part 2. Now, no
opportunity for a hearing exists,
REPURCHASD, REPAIRS, OR REPLACEME11% O

ELECTRONIO PRODUCTS

Section 1004.6 would be amended to
add a new provision stating that, upon
denial of h plan with respect to rePur
chase, repair, or replacement of an elcc-
tronic product, a person shall have an op-
portunity for a. regulatory hearing pur.
muant to Subpart F of Part 2. Now, no op.
portunity for a hearing exists.

nEARINs UnDEr T FEDERAL ,oRI'flILIra
ACT

Section 1210.30 would be revised to
state that a person who wishes to contest
denial, suspension, or revocation of a
permit has an opportunity for a regula-
tory hearing pursuant to Subpart P of
Part 2. All of the prior procedural pro-
visions would be revoked.

Therefore, pprsuant to provisions of
the Federal Food, Drug, and Cozmetlo
Act, (See. 2 l et seq.; 52 Stat. 1040; 21

-U.S.C. 321 et seq.), the Public Health
Service Act (sec. 1 et seq., 58 Stat. 082,
as amended; 42 U.S.C. 201 et sed.), the
Comprehensive Drug Abuse Prevention
and Control Act of 1970 (see. 4, 84 Stat.
1241; 42 U.S.C. 257a), the Controlled
Substances Act (sec. 301 et seq., 84 Stat.
1253; 21 U.S.C. 821 et seq.), the Federal
Meat Inspection Act (sec. 400(b), 81 Stat.
600; 21U.S.C. 679(b)), the Poultry Prod-
ucts Inspection Act (see. 24(b), 82 Stat.
807; 21 U.S.C. 467f (b) ), the Egg Products
Inspection Act (see. 2 et seq., 84 Stat.
1620; 21 U.S.C. 1031 et seq.), the Federal
Import Milk Act (44 Stat. 1101; 21
U.S.C. 141 et seq.), the Tea Importation
Act (21 U.S.C. 41 et seq.), the Federal
Caustic Poison Act (44 Stat. 1406; 15
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-U.S.C. 401-411 notes), the Fair Packag-
ing and Labeling Act (80 Stat. 1296; 15
U.S.C. 1451 et seq.), and all other statu-
tory authority delegated to him (21 CFR
-2.120), -the Commissioner proposes to
-amend-Chapter I of Title 21 of the Code
of Federal Regulations as follows:

PART 1-REGULATIONS FOR THE EN-
-. FORCEMENT OF THE FEDERAL FOOD,

DRUG, AND COSMETIC ACT AND THE
FAIR PACKAGINGAND LABELING ACT

1. By revising § 1.la to read as follows:

§ 1.1a Foods, drugs, devices, and cos-
metics; labeling; procedure for re-
questing variations and 'exemptions
from required label statements.

Section 403 (e) of the act (in this Part
I, the term "'act" means the Federal
Food, Drug, and Cosmetic Act) provides
for the establishment by regulation of
reasonable vavidtions and, exemptions
for small packages from the required
declafation of net quantity of contents.
Section 403 (i. of the act provides for the
establishment by regulation of exemp-
tions from the required -declaration of
ingredients where such declaration is
impracticable, or results in deception or
unfair competition. Section 502(b) of
'the act provides for the establishment by
regulation of reasonable variations and
exemptions for small packages from the
required declaration of. net quantity of
contents. Section 602(b) of the act pro-
vides for the establishment by regulation
of reasonable variations and-exemptions
for small packages from the required
diclaration of net quantity of contents.
Section 5(b) of the Fair Packaging and
Labeling Act provides For the establish-
ment by xegulation of exemptions from
certain required declarations of net
quantity of contents, identity of com-
modity, identity and location of manu-
facturer, packer, or distributor, and from
declaration of net qiuantity of servings
represented, based on a finding that full
compliance with such required declara-
tions is impracticable or not necessary
for the adequate protection of consumers,
and a -further finding that the nature,
,form, or quantity of the packaged con-
sumer commodity or other good and suf-
ficient reasons justify such exemptions.
'The Commissioner, on his own initiative
or on petition of an interested person,
may propose a variation or exemption
based upon any of the foregoing
statutory provisions, including proposed
findings if section 5 (b) of the Fair Pack-
aging and Labeling Act applies, pursuant
to Part 2 of this chapter.

2. By revising § 1.8d(f) to read as
follows:

§1.Sd Food labeling; information panel.

" (f) -If the label of any package of food
is too small to accommodate all of the
information required by §§ 1.8a, 1.8c,
-1.10, 1.13, 1.17, and 1.18, and Parts 80 and

-125 of this chapter, the Commissionei
may establish by regulation an accept-

able alternative method of disseminating
such information to the public, e.g., a
type size smaller than one-sixteenth inch

in height, or-labellng attached to or in-
serted in the package or available at the
point of purchase. A petition requesting
such a regulation, as an amendment to
this paragraph shall be submitted pursu-

.ant to Part 2 of this chapter.
3. By revising Part 2 to read as follows:

PART 2-ADMINISTRATIVE PRACTICES
AND PROCEDURES

Subpart A--General
Sec.
2.1 Scope.

.2.3 Definitions.
2.4 Summary of administrative practices

and procedures.
2.5 Submission of documents to Hearing

Clerc; computation of time; avail-
ability for public disclosure. C

2.6 Initiation of administrative proceed-
ings.

2.7 Citizen petition.
2.8 Administrative reconsideration of ac-

tion.,
2.9 Administrativo stay of action.
2.10 Promulgation of regulations for the

efficient enforcement of the law.
2.11 Court review of final administrative

action; exhaustion of adminLetra-
tivo remedies.

2.12 Promulgation of regulations and
orders after an opportunity for a
formal evidentary public bearing.

2.13 Separation of functions; ex parte com-
munications.

2.14 Referral by court.
2.15 Meetings and correspondence.
2.16 Documentation of significant dci-

slons in administrative file.
2.17 Internal agency review of decisions.
2:18 Dissemination of draft PFzmmaL Rrx-

zarm notices and regulations.
2.19 Advisory opinions.
2.20 Food and Drug Administration regula-

tions, guidelines, recommendation,
and agreements.

2.21 Participation In outsde ztandard-ret-
ting activities.

2.22 Public calendars.
2.23 Representation by an organization.
2.24 Settlement proposals.
2.25 Waiver, suspension, or modllcation

of procedural requirements.

Subpart --Formal Evidentlary Public Hearings
2.100 Scope of subpart.
2.110 Initiation of a formal evidentlary pub-

lic hearing involving the lsuance,
amendment, or revocation of a rLZu-
lation.

2.111 Initiation of a formal evldentlary pub-
lic hearing Involving the is-uance,
amendment, or revocation of an
order.

2.112 PIling objections and requests for a
a hearing on 'a regulation or order.

2.113 Ruling on objections and requests for
hearing.

2.114 Modification or revocation of regula-
tion or order.

2.115 Denial of formal evidentlary public
hearing In whole or In part.

2.116 Judicial revleiv after waiver of hear-
Ing on a regulation.

2.117 Request for alternative form of public
hearing.

2.118 Totlc of hearing; stay of action.
2.119 Effective date of a regulation.
2.120 Eirective date of an order.
2.130 Appearance.
2.131 Written notice of npearance.
2.140 Presiding officer.
2.141 Commencement of functions.
2.142 Authority of presiding officer.
2.143 Disqualification of presiding officer.
2.144 Unavailability of presiding officer.
2.150 Filing and service of submi-rsIons.

Sec.
-2.151 Petition to participate in forma pau-

peris.
2.152 Advisory opinions.
2.153 DIsclosure of data and information by

the participants.
2.154 Purpose; oral and written testimony,

burden of proof.
2.155 Participation of nonpartles.
2.156 Conduct at oral hearings or confer-

ence.
2.157 Time and place of prehearing confer-

ence.
2.158 Prebearing conference procedure.
2.159 Summary decisions.
2.160 Receipt of evidence.
2.161 official notice. ,
2.162 Briefs and argument.
2.163 Interlocutory appeal from ruling of

presiding officer.
2.164 Ofclal transcript.
2.165 Motions.
2.170 Administrative record of a formal evi-

dentiary public hearing.
*2.171 Examination of administrative record.
,2.172 Correction of administrative record.
2.173 Record for administrative decision. -
2.180 Recommended decision or initial de-

cislon.
2.181 Tentative order.
2.182 Appeal from or review of initial de-

cislon.
2.183 Declsion by Commissioner after ex-

ceptions to the tentative order.

2.184 Decision by Commissioner. on appeal
or review of initial decision.

.,2.85 Reconsideration and May of action.
2.190 Review by the courts.
2.101 Copies of petitions for judicial review.

Subpart C-Public Hearing Before a Public
Board of Inquiry

2.200 Scope of subpart
2.201 Notice of a public hearing before a

Public Board of Inquiry.
2.202 Members of a Public Board of Inquiry.
2.203 Separation of functions; ex parte

communications; administrative
support.

2.204 Submissions to a Public Board of In-
quiry.

2.203 Disclosure of data and information by
the participants.

2.206 Proceedings of a Public Board of In-
quiry.

.2207 Administrative record of a Public
Board of Inquiry.

2.208 Examination of administrative record.
2209 Record for administrative decision.

Subpart D-Publc Hearing Before a Public
Advisory Committee

2.300 Scope of subpart.
2.301 Establish. rment and renewal of public

advisry committees.
2.302 Termination of public advisory com-

mittees.
2.303 Purpoze of proceedings before a public

advisory committee. -
2.304 Portions of public advisory committee

meetings.
2.305 Notice of public hearing before a pub-

lic advisory committee.
2.306 ChaIrman of a public advisory

committee.
2307 Meetings of a public advisory com-

mittee.
2.308 Consultation by a public advisory

committee with other persons.
2.309 Additional rules for a particular pub-

lc advlzory committee.
2.310 Compilation of materials for members

of a public advisory committee.
2.311 Written bubmi s.ons to a public ad-

visory commitee.
2M212 Conduct of a public hearing before

a public advisory committee.
2.313 ,Minutes and reports of public ad-

visory committee meetings.
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Sec.
2.314 Transcripts of public advisory com-

mittee meetings.
2.315 Administrative record of a public

hearing before a public advisory
committee meeting.

2.316 Examination of administrative record
and other advisory committee
records.

2.317 Public Inquiries and requests for pub-
lic advisory committee records.

2.318 Determination to close portions of
public advisory committee meetings.

2.319 Administrative remedies.
2.320 Applicatility to Congress.
2.321 Committees working pursuant to a

contract with the Food and Drug
Administration. 1

2.322 Application of anticancer clauses.
2.330 Qualifications for members of stand-

Ing policy and technical advisory
committees.

2.331 Nominations of voting members of
standing advisory committees.

2.332 Nominations and selection of- non-
voting members of standing tech-
nical advisory committees.

2.333 nights and responsibilities of nonvot-
ing members of advisory commit-
tees.

2.334 Ad hoe advisory committee members.
2.335 Compensation of public advisory com-

mittee members.
2.340 List of standing advisory committees.
2.350 Establishment of the Technical Elec-

tronic Product Radiation Safety
Standards Committee (TEPRSSC).

2.351 Functions of TEPRSSC.
2.352 Procedures of TEPRSSC.
2.353 Membership of TEPRSSC,

-2.354 Conduct of TEPRSSC meetings; avail-
ability of TEPRSSC records.

2.360 Establishment of a color additive ad-
visory committee.

2.361 Functions of a color additive advisory
committee.

2.362 Procedures of a color additive advisory
committee.

2.363 Membership of a color additive ad-i
. visory committee.

2.364 Fees and compensation pertaining to
a color additive advisory committee.

2.370 Establishment of standing technical
public advisory committees for hu-
man prescription drugs.

2.371 Utilization of a public advisory com-
mittee on the initiative of the Food
and Drug Administration.

2.372 Advice and recommendations in writ-
Ing.

2.373 Utilization of a pablic advisory com-
mittee at the request of an inter-
ested person.

Subpart E-PUblic Hearing Before the_
Commissioner

2.400 Scope' of subpart.
2.401 Notice'of a public hearing before tli

Commissioner.
2.402 Notice of appearance; schedule for

hearing.
2.403 Conduct of a public hearing before the

Commissioner.
2.404 Written submissions pertaining to a

public hearing before the Commis-
sioner.

2.405 Administrative record of a public
hearing before the Commissioner.

2A06 Examination bf administrative record
Subpart F-Regulatory Hearing Before the

Food and Drug Administration

2.500 Scope of subpart.
2.501 Inapplicability and limited applica-

bility. /
2.505 Presiding officer.
2.506 Right to counseL
2.510 Regulatory hearing on the initlativc

of the Commissioner.

Sec.
2.511 Regulatory hearing pursuant to reg-

ulation.
2.512 Hearing procedure.
2.513 Administrative record of a "regulatory

hearing.
2.51, Examination of administrative record.
2.515 Record for administrative decision.
2.516 Reconsideration and stay of action.
2.520 Judicial roview.

Subpart -- Standards of Conduct and
Conflict of Interest

2.600 Scope of subpart.
2.610 Reference to Department regulations.
2.611 Code of ethics fo' government service.
2.612 Food and Drug Administration Con-

flict of Interest Review Board;
2.613 Duty to report violations.
2.620 -Permanent disqualification of former

employees.

"'2.621 Temporary disqualification of former
employees.

AuTHORrrr: Sec. 201 et seq., Pub. L. 717,
52 Stat. 1040 as amended (21 U.S.C. 321 et
seq.); sec. 1 et seq., Pub. L. 410, 58 Stat. 682
as amended (42 U.S.C. 201 et seq.); see. 4,
Pub. L. 91-513, 84 Stat. 1241 (42 U.S.C. 257a);
sec. 301 et seq., Pub. L. 91-513, 84 Stat. 1253
(21 U.S.C. 821 et seq.); sec. 409(b), Pub. L.
242, 81,Stat. 600 (21 U.S.C. 679); sec. 24(b),
Pub. L. 85-172, 82 Stat. 807 (21 U.S.C. 467f
(b)); see. 2 et seq., Pub. L. 91-597, 84 Stat.
1620 (21 U.S.C. 1031 et seq.); sec. 1 et seq.,
Pub. L. 625, 44 Stat. 1101-1103 as amended
(21 U.S.C. 141 et seq.); sec. 1 et seq., Chapter
358, 29 Stat. 604-607 as- amended (21 U.S.C.
41 et seq.); Pub. L. 783, 44 Stat. 1405 as
amended by 74 Stat. 381 (15 U.S.C. 401-411
notes); sec. 2 et seq., Pub. L. 89-755, 80 Stat.
1296 (15 U.S.C. 1451 et seq.).

Subpart A-General
§ 2.1 Scope.

(a) Part 2 governs practices and pro-
cedures applicable to all petitions, hear-
ings, and othtr administrative proceed-
ings and activities conducted by the Food
and Drug Administration pursuant to
the Federal Food, Drug, and Cosmetic
Act,' the Public Health Service Act, and
other laws with respect to which author-
ity has been delegated to the Commis-
sioner of Food and Drugs. pursuant to
§ 5.1 of this chapter, except to the extent
that specific provisions in other sections
of this chapter state different require-
ments with respect to a particular
matter.

(b) Where a specific provision in an-
other section of this chapter states a dif-
ferent requirement with respect to a par-
ticular matter (e.g., the use of a form dif-

-ferent from the one specified in § 2.7
(b)), the sections in this Part shall apply
to the extent that they do not conflict
with such other provisions (e.g., the re-
quirements for inclusion of all data and
information and for translations of for-
eign language in § 2.5(b) shall apply re-
gardless of which form is used).

§ 2.3 Definitions.

(a) As used in this Part, the follow-
Ing. terms shall have the meanings spec-
ified:

(1) "Act" means the Federal Food,
Drug, and Cosmetic Act unless otherwise
indicated.

(2) "Department" Means the United
States Department of Health, Education,
and Welfare.

(3) "Secretary" means the Secretary
of Health, Education, and Welfare.

(4) "Commissioner" means the Com-
missioner of Food and Drugs, Food and
Drug Administration, United States Do-
partment of Health, Education, and Wel-
fare, or his designee.

(5) "Agency" means the Food and
Drug Administration.

(6) "Person" includes an Individual,
partnership, corporation, association, or
other legal entity.

(7) "Presiding officer" means the
Commissioner or his designee or an Ad-
ministrative Law Judge appointed as
provided in 5 U.S.C. 3105.

(8) "Hearing Clerk" means the Hear-
ing Clerk of the Food and Drug Adminis-
tration, United States Department of
Health, Education, and Welfare, Rm. 4-
65, 5600 Fishers Lane, Rockville, MD
20852.

(9) "Proceeding" and "administrative
proceeding" mean any undertaking to is-
sue, amend, or revoke a regulation or
order, or to take or refrain from taking
any other form of administrative action.

(10) "Party" means the bureau of the
Food and Drug Administration responsi-
ble for the matter involved and every
person who either has exercised a right
to request or has been granted the right
by the Commissioner to have a formal
evidentiary public hearing pursuant to
Subpart B of this Part or a regulatory
hearing before the Commissioner pursu-
ant to Subpart F of this Part, or who has
waived any such right n order to obtain
the establishment of a Public Board of
Inquiry pursuant to Subpart C of this
Part, and as a result of whose action a
formal evidentiary hearing or a regula-
tory hearing before the Commissioner
has been granted or a Public Board of
Inquiry has been established.

(11) "Participant" means any person
participating in any proceeding, includ-
ing each party and any other Interested
person.

(12) "Interested person" or "any per-
son who will be adversely affected"
means any person who submits a peti-
tion or comment or objection or other-
wise requests an opportunity to par-
ticipate in any informal or formal ad-
ministrative proceeding or court action.

(13) "Public Board of Inquiry" or
"Board" means an administrative law
tribunal constituted pursuant to the pro-
visions of Subpart C of this Part.

(14) "Public advisory committee" or
"advisory committee" means any com-
mittee, board, commission, council, co)-
ference, panel, task force, or other
similar group, or aiy subcommittee or
other subgroup thereof, that Is not com-
posed wholly of full-time officers or em-
ployees of the Federal governmont and Is
established or utilized by the Food and
Drug Administration to obtain advice or
recommendations.

(15) "Formal evidentlary public hear-
ing" means any hearing conducted pur-
suant to the provisions of Subpart B of
this Part.

(16) "Public hearing before a Public
Board of Inquiry" means any hearing
conducted by a Board pursuant to the
provisions of Subpart C of this Part.
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(17) 'Tublic hearing before a public
advisory committee" means any learing
conducted by an advisory committee pur-
suant to the provisions of Subpart D of
this Part.

(18) "Public hearing before the Com-
missioner" means any hearing conducted
by the Cqmmissioner or his designee
pursuant to the provisions of Subpart E
of this Part.,

L19) "Regulatory hearing before the
Food and Drug Administration" means
any hearing conducted by an authorized
employee of the Fobd- and Drug Admin-
istration pursuant to the provision of
Subpart F of this Part.

(20) "The laws administered by the
Commissioner" means all the statutory
provisions with respect to which author-
ity has been delegated to the Commis-
sioner pursuant to § 5.1 9f this chapter.

(21) "Petition" means anypetition, ap-
plication, or other document requesting
the Commissioner to establish, amend,
or revoke a regulation or order,-or to take
or refrain from taking any other form
of administrative action, under the laws
admini tered by him.

(22) "Regulation" means any agency
rule of general orparticular applicability
and future effect implementing or apply-
ing any law administered by the Com-
missioner or relating to administrative
practices and procedures. Pursuant to
§ 2.20 (a), all agency regulations shall be
promulgated in the. iEDERAL REGISTER
and codified in the Code of Federal Reg-
uiations. -

(23) "Order" means any final agency
disposition, other than the issuance of
a regulation, in a proceeding concerning
any matter and includes action on any
new drug application, new animal drug
application, or biological license.

(24) "Meeting" means any oral discus-
sion, whether by telephone or in person.

(25) "Office of the Commissioner" in-
cludes the offices of the associate and
assistant commissioners and excludes the
bureaus, the office of the Executive Di-
rector for Regional Operations, and all
regional and district offices.

(26) "Administrative action" includes
every form and kind of act, including the
refusal or failure to act, involved in the
implementations of the laws adminis-
tered by the Commissioner, except that
it does not include the referral of appar-
ent violations to United States attorneys
for the institution of civil and criminal
proceedings and acts preparatory or in-
cidental thereto.

(27) "Administrative file" or "admin-
istrative record" means the file main-
tained- by the Food -and Drug Adminis-
tration, either by the Hearing Clerk or
by any other agency employee, in which
all documents comprising the official rec-
ord of any administrative proceeding are
retained.

(28) "Food and Drug Administration
employee" or "Food and Drug Adminis-
tration representative" shall be deemed-
to include members of the Food and
Drug Division of the office of the Gen-
eral Counsel of the Department of
Health, Education, and Welfare.

(b) Any term which Is defined In sec-
tion 201 of the Federal Food, Drug, and
Cosmetic Act or Part 1 of this chapter
shall have that definition.

(c) Words in the singular form shall
be deemed to include the plural, words
in the masculine form shall be deemed
to include the feminine form, pnd vIce
versa, as the case may require.

(d) Whenever any reference is made
in this Part to any person in the Food
and Drug Administration, e.g., the di-
rector of a bureau, such reference shall
also be deemed to include all persons to
whom that person has delegated the spe-
cific function involved.

2.4 Surniarics of.administrative prac-
lices and proccdurc.

The Commissioner shall prepare for
public distribUtion summaries of Food
and Drug Administration administrative
practices and procedures in terms that
are readily understood in order to en-
courage and" facilitate rarticipation in
all agency activities.
§ 2.5 Subnission of documents to Hear-

ing Clerk; computation of time;
availability for public disclosure.

(a) All submissions to the Hearing
Clerk of petitions, comments, objections,
notices, compilations of data and infor-
mation, and any other documents pursu-
ant to, this Part or other sections In this
chapter shall be filed la quintuplicate,
except as otherwise specifically provided
in any relevant FEDERAL RExosrTR notice
or In other sections of this chapter. The
Hearing-Clerk shall be the agency cus-
todian of such documents.

(b) All such submissions shall be
signed by. the person making the sub-
mission, or by an attorney or other
authorized representative on his behalf.
If a submission is signed by an attorney
or other authorized representative on
behalf of another person, the submission
shall be accompanied by a signed state-
ment of authorization or' other docu-
mentation verifying his authority to sign
the submission as such person's repre-
sentative, unless such authorization has
previously been submitted as part of the
administrative file in the same proceed-
ing. Submissions by trade associations
shall also be subject to the requirements
of § 2.23(b).

(c) All data and infoxination referred
to or in any way relied upon in any such
submissions shall be Included in full and
may not be incorporated by. reference,
unless previously submitted as part of
the administrative file in the same
proceeding.

(1) A copy of any article or other ref-
erence or source cited shall be included.

(2) If any part of the material submit-
ted is in a foreign language, it shall be
accompanied by an English translation
verified under oath to be complete and
accurate, together with the name, ad-
dress, and a brief statement of the qual-
ifications of the person making "the
translation. Translatlons of literature or
other material In a foreign language
shall be accompanied by copies of the
original publication.

(3) Where relevant data or informa-
tion are contained in a document also
containing irrelevant matter, the ir-
relevant matter shall be deleted and
only the relevant data or informatfon
shall be submitted.

(4) Pursuant to § 4.63 (a) and (b) of
this chapter, the names and other in-
formation which would Identify patients
or research subjects shall be 'deleted
from any record before It is submitted
to the Hearing Clerk in order to preclude
a clearly unwarranted invasion of per-
sonal privacy.

(5) Defamatory, scurrilous, or intem-
perate matter shall be deleted from any
record before It is submitted to the
Hearing Clerk.

(6) The failure to comply with the re-
quirements of this paragraph or any
other requirement in this Part shall re-
sult in rejection of the submission for
filing or, if it is filed, in exclusion from
consideration of any portion of the sub-
mission which fals to comply. If a sub-
mission fails to meet any requirement
of this section and such deficiency be-
comes know to the Hearing Clerk, the
Hearing Clerk shall return'the submis-
sion with a copy of the applicable regu-
lations indicating those provisions not
complied with in the submission. A de-
ficient submission may be corrected or
supplemented and subsequently fMled.

(d) The filing of a submission shall
mean only that the Hearing Clerk has
not determined that it falls to meet the
technical requirements for filing estab-
lished In this section and in any other
applicable sections in this chapter, eg.,
§ 2.7 relating to a citizen petition. The
filing of a petition shall not mean or
imply that it in fact meets all applicable
requirements or that it contains reason-
able grounds for the action requested or
that the action requested is in accord-
ance with law.

(e) All submissions to the Hearing
Clerk shall be considered as submitted on
thi date on which they are postmarked
or, if delivered in person during regular
business hours, on the date on which
they are so delivered, unless a provision
in this Part or an applicable FxrAL
REGIST= notice specifically states that
such documents must be received by a
specified date, e.g., § 2.8(g) relating to
a petition for reconsideration, in which
case they shall be considered submitted
on the date actually received.

(f) All such submissions shall be
malcd or 'delivered in person to the
Hearing Clerk, Food and Drug Adminis-
tration, Rm. 4-65, 5600 Fishers Lane,
Rockville, MD 20852, except that a sub-
mission which is required to be received
by the Hearing Clerk by a specified date
may be delivered in person to the Food
and Drug Administration building in
downtown Washington, Rm. 6819, 200 C
St., SW., Washington, DC 20201 and
shall be considered as -received by the
Hearing Clerk on the date on which it
is logged in at Rm. 6819.

(g) The Food and Drug Administra-
tion ordinarily will not acknowledge or
give receipt for such documents, except:
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(1) Documents delivered in person or
submitted by certified or registered mail
with q return receipt requested.

(2) Petitions for which acknowledge-
ment of receipt of filing is provided by
regulations in this chapter or by cus-
tomary practice, e.g., § 2.7(c) relating to
a citizen petition.

(h) Saturdays, Sundays, and Federal
legal holidays shall be included in com-
puting the time allowed for the submis-
sion of any document, except that when
such time expires on a Saturday, Sun-
day, or Federal legal holiday, such pe-
riod shall be extended to include the
next following business day.

(I) All submissions to the Hearing
Clerk constitute a representation that,
to the best of the knowledge, informa-
tion, and belief of the person making the
submission, all statements made'in the
submission are true and accurate. All
such submissions are subject to the False
Reports to the Government Act, 18 U.S.C.
1001, under which a willfully false state-
menrt is a criminal offense.

(j) The availability for public exami-
nation and copying of submissions to
the Hearing Clerk shall be governed by
the following rules:

(1) Except to the extent provided in
paragraphs (j) (2) and (3) of this sec-
tion, the following submissions, including
all supporting material, shall be on pub-
lic display and shall be available for pub-

'lic examination during regular business
hours on Monday through Friday. Re-
quests for copies of such submissions

-, shall be filed and handled pursuant to
the provisions of Subpart C of Part 4
of this chapter.

(i) Petitions.
(ii) Comments on petitions, on docu-

ments published in the FEDERAL REGISTER,
and on similar public documents.

(ii) Objections and requests for hear-
ings filed pursuant to Subpart B of this
Part.

(iv) Material submitted at a fornal
evidentiary public hearing pursuant to
Subpart B of this Part, a public hear-
Ing before a Public Board of Inquiry pur-
suant to Subpart C of this Part, a pub-
lic hearing before the Commissioner pur-
suant to Subpart E of this Part, or an
alternative form of hearing before a pub-
lic advisory committee pursuant' to
§2.117(a) (2).

(v) Material placed on public display
pursuant to regulations in this chapter,
e.g., agency guidelines filed pursuant to
§ 2.20(b).

(2) (1) Material submitted with objec-
tions and requests for hearings filed pur-
suant to Subpart B of this Part, or at
a formal evidentiary public hearing pur-
suant to Subpart B, a public hearing
before a Public Board of Inquiry pursuant
to Subpart C of this Part, or an alterna-
tive form of public hearing before a pub-
lic advisory committee or a public hear-
ing before the Commissioner pursuant to
§2.117(a) (2) or (3), of the following
types shall be on public display and shall
be available for public examination dur-
ing regular business hours on Monday
through Friday, but shall not be avail-
able for copying or any other form of

verbatim recording or transcription un-
less it is otherwise available for public
disclosure'pursuan to the provisions of
Part 4 of this chapter and the regula-
tions referenced therein:

(a) Safety and effectiveness data and
information, which 'include all studies
and tests of an ingredient or product
on animals and humans and all studies
and tests on the ingredient or product
for identity, stability, purity, potency,
bloavailability, performance, and use-
fulness.

(b) A protocol for a test or study.
(ii) Material submitted pursuant to

the provisions of this paragraph (j) (2)
shall be segregated from all other sub-
mitted material and clearly so marked.
Any person who does not agree that such
a submission is properly subject to the
provisions of this paragraph (j) (2) may
request a ruling thereoh from the As-
sistant Commissioner for Public Affairs
whose decision, on the matter shall be
final, subject to judicial review pursuant
to § 4.46 of this chaptef.

(iII) Material submitted pursuant to
the provisions of this paragraph (j) (2)
shall be retained on public display and
available for publie examination only for
such period of time as is appropriate to
permit public participation in a public
hearing and any related judicial review,
and shall thereafter be subject to the
provisions of paragraph (j) (3) of this
section.

(iv) In accordance with the. policy
stated in § 4.86 of this chapter, the
limited availability of material pursuant
to this paragraph (j) (2) shall be-deemed
not to constitute prior disclosure to the
public as defined in § 4.81 of this chapter
and no such data and information shall,
if copied or otherwise recorded or tran--
scribed in violation of the provisions, of
this paragraph (j) (2), be submitted to or
received or considered by the Food and
Drug Administration by any other person
in support of a petition or other request.

.(3) (i) Material prohibited from pub-
lic disclosure pursuant to § 4.63 of this
chapter (clearly unwarranted invasion
of personal privacy) as interpreted and
applied in Part 4 of this chapter and
the regulations referenced therein, and
material submitted with objections and
requests for hearings filled pursuant to
Subpart B of this Part, or at a formal
evidentiary public hearing pursuant to
Subpart B of this Part, a public hearing
before a Public Board of Inquiry pur-
suant to Subpart C of this Part, or an
alternative form of public hearing before
a public advisory committee or a public
hearing before the Commissioner pur-
suant to § 2.117(a) (2) or (3), of the
following types shall not be on public
display, shall not be available for public
examination, and shall not be available
for copying or any other form of ver-
batim transcription unless they are
otherwise available for public disclosure
pursuant to the provisions of Part 4 of
this chapter arid the regulations refer-
enced therein:

(a) Manufacturing methods of proc-
esses, including quality control proce-
dures.

(b) Production, sales, distribution, and
similar data and information, except any
compliation of such data and informa-
tion aggregated and prepared in a way
that does not reveal confidential data
and information.

(c). Quantitative or .semiquantltatlve
formulas.

(d) Data and information on design
or construction of products.

(ii) Material submitted pursuant to
the provisions of this paragraph (j) (3)
shall be segregated from all other sub-
mitted material and *clearly go marked.
Any person who does not agree that such
a submission s properly subject to the
provisions of this paragraph (j) (3) may
request a ruling thereon from the Assist-
ant Commissioner for Public Affairs
whose decision on the matter shall be
final, subject to judicial review pursuant
to § 4.46 of this chapter.
§ 2.6 Initiation of administrative pro-

ceedings.
An administrative proceeding uder

the laws administered by the Commis-
sioner may be initiated In any of the
following three ways:

(a) Any interested person may peti-
tion the Commissioner to issue, amend,
or revoke a regulation or order, or to
take or refrain from taking any other
form of administrative action, under
the laws administered by him. Any such
petition shall be either (1) in the form
specified in other applicable sections in
this chapter, e.g., the form for a food
additive petition in § 121.51 of this chap-
ter or for a new drug application in
§ 314.1 of this chapter or for a new ani-
mal drug application in § 514.1 of this
chapter, or (2) in the form for a citizen
petition in § 2.7.

(b) The Commissioner may on his own
initiative institute a proceeding to issue,
amend, or revoke a regulation or order,
or to take or refrain from taking any
other form of administrative action,
under the laws administered by him.
The Food and Drug Administration has
primary jurisdiction to make the initial
determination on issues within Its statu-
tory mandate, and will request a court
to dismiss, or to hold In abeyance its
determination of or refer to the agency
for administrative determination, any
such issue which has not previously been
determined by the agency or which, if
it has previously been so determined, the
agency concludes should be reconsidered
and subject to a new administrative de-
termination. The Commissioner may, in
his discretion, utilize any of the proce-
dures established in this Part in review-
ing and making a determination on, any
matter on his own initiative.

(c) The Commissioner shall institute
a proceeding to determine whether ho
should issue, amend, or revoke a regula-
tion or order, or take or refrain from
taking any other form of administrative
action under the laws administered by
him, whenever any court holds In abey-
ance or refers any such matter to him
for an administrative determination
and he concludes that such an admin-
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istrative determination is feasible in
light of. agency priorities and resources.
§ 2.7 Citizen petition.

(a) The provisions of this section shall
apply to any petition submitted by any
person, except to the extent that specific
provisions in other sections of this chap-
ter state different requirements with
respect to a particular matter.

(b) Any petition (including any at-
tachments) shall be submitted in ac-
cordance with § 2.5 and in the following
form

(Date)
Hearing Clerk, Food and Drug Administra-

tion, Department of Health, Education, and*
Welfare, Rm. 4-65, 5600 Fishers Lane,
Rockville MD 20852.

Crxrzir Pr=i oN

The undersigned submits-this petition pur-
suant to ------------ (relevant statutory
sections, if known) of the ----------- (Fed-
eral Food, Drug, and Cosmetic Act and/or
the Public Health Service Act and/or any
other statutory provision with iespect to
which. authority has been delegated to. the
Commissioner of Food and Drugs pursuant
to 21 CFR 5.1) to request the Commissioner
of Food and Drugs to ------------ (issue,
amend, or revoke a regulation or order or
take or refrain from taking any other form
of administrative action).

A. Action Requested,
" ((1) If the petition requests the Commis-

sioner to issue, amend, or revoke a regula-
tion, the exact wording of the existing reg-
ulation (if any) and the proposed regulation
or amendment requested.)

((2) If the petition requests the Commis-
sloner to issue, amend, or revoke an order,
a copy or the exact wording of and citation
to the existing order (if any) and the exact
wording requested for the proposed order.)

((3) f the petition requests the Commis-
sioner to take or refrain from taking any
other form of administrative action, the
specific action or relief requested.)

B. Statemhnt of Grounds.
(A full statement of. the factual and legal

grounds upon which the petitioner relies.
Such grounds shall include all relevant data,
information, and views on which the peti-
tioner relies, as wel as representative data
and information kmown to the petitioner
which are unfavorable to the petitioner's
position, and shall-be submitted in a well-
organized format.)

-C. Environmental Impact.
(An environmental impact analysis report

in the form specified In 21 CFR 6.1(g), ex-
cept for the types of actions specified In 21
CFI 6.1(e).)

The undersigned certifies, that, to the best
of his knowledge and belief this petition in-
cludes all data, information, and views on
which the petition relies, and that It includes

-representative data and Information known
to the petitioner which are unfavorable to
the petition.

Very truly yours,

(Signature)

(Name of petitioner)

(Mailing address)

(Telephone numbdr)

(c) Any petition which appears to meet
the requirements of paragraph (b) of
this section and § 2.5 shall be filed by
the Hearing Clerk, stamped with the
date of filing, and assigned a docket
number. The docket number shall be
used to ldqntify the administrative file
established by the Hearing Clerk for all
submissions relating to the petition, as
provided in this Part. All subsequent
submissions relating to the matter shall
refer to such docket number and shall be
filed in such administrative file. Identi-
cal, similar, or related petitions may be
filed together and given the same docket
number. The Hearing Clerk shall
promptly notify the petitioner In writing
of the fflin and docket number of a
petition.

(d) Any interested person may submit
written comments to the Hearing Clerk
on any filed petition, which shall become
part of the administrative file. Such com-
ments shall specify the docket number of
the petition and may support or oppose
the petition in whole or in part. Any re-
quest for alternative or different ad-
ministrative action shall be in the form
of a separate petition.

(e) The Commissioner shall review
and rule upon every petition filed pur-
suant to paragraph (c) of this section
as promptly as is feasible, taking into
consideration (1) the agency resources
available to handle the category of sub-
ject matter involved, (2) the priority as-
signed to the petition In relation both to
the category of subject matter involved
and the overall work of the agency, and
(3) time requirements established by
statute. The Commissioner may grant or
deny such a petition, In whole or in part,
and may grant such other relief or take
such other action as he may determine
to be warranted by the petition. The
petitioner shall be notified in writing of
the Commissioner's decision on a pe-
tition. Such decision shall be placed in
the public docket file In the ofllce of the
Hearing Clerk and may also be In the
form of a notice published In the IFrm-
ERAL REGISTER.

(f) If a petition filed pursuant to
paragraph (c) of this section requests
the Commissioner to issue, amend, or
revoke a regulation, the provisions of
§ 2.10 or § 2.12 shall also apply.

(g) A petitioner may supplement,
amend, or withdraw his petition upon
written request without agency approval
prior to the time the Commissioner rules
on the petition unless the petition has
been referred for a hearing under Sub-
parts B, C, D, or E of this Part. In all
other instances, a petition may be sup-
plemented, amended, or withdrawn only
with approval of the Commissoner.

(h) In reviewing any matter which
is the subject of a petition filed pursuant
to paragraph (c) of this section, the
Commissioner may, in his discretion,
utilize any of the following procedures.

(1) Conferences, meetings, discussions,
and correspondence pursuant to § 2.15.

(2) A formal evdentiary public hear-
ing pursuant to Subpart B of this Part.

(3) A public hearing before a Public
Board of Inquiry pursuant to Subpart C
of this Part.

(4) A public hearing before a public
advisory committee pursuant to Subpart
D of this Part.

(5) A public hearing before the Com-
missloner pursuant to Subpart E of this
Part.

(6) A regulatory hearing before the
Food and Drug Administration pursuant
to Subpart F of this Part.

(7) A notice published in the FDERAL
REGISTER requesting data, information,
and views.

(8) A proposal to Issue, amend, or
revoke a regulation, In accordance with
the provisions of § 2.10 or § 2.110.

(9) Any other specific public procedure
established by the provisions in -other
sections of this chapter and explicitly
made applicable to the matter by those
provisions.

(i) The record of the administrative
proceeding shall consist of the following:

(1) The petition, including all data
and information on which it relies, filed -

by the Hearing Clerk.
(2) All comments received on the pe-

tition, including all data or information
submitted as a part of such comments.

(3) If the petition resulted in a pro-
posal to Issue, amend, or revoke a regu-
lation, all of the documents specified in
§ 2.10(g).

(4) Therecord, consisting of any tran-
scripts, minutes of meetings, reports,
FDERAL REGIST= notices, and other
documents, resulting from any of the
optional procedures specified in para-
graph (g) of this section, except that it
shall not include the transcript of any
closed portion of any public advisory
committee meeting.

(5) The Commissioner's decision on
the petition, including all data and in-
formation Identified or filed by the Com-
missioner with the Hearing Clerk as
part of the record supporting the decj-
slon.

(6) All documents filed with the
Hearing Clerk pursuant to § 2.15(fM --

(7) If any petition for reconsideration
or for a stay of action is filed pursuant
to paragraph (j) of this section, the
administrative record specified in § 2.8
(k) or § 2.9(h) respectively.

Wi) The administrative record speci-
fied in paragraph (i) of this section shall
constitute the exclusive record for the
Commloner's decision. The record of
the administrative proceeding shall be
closed as of the date of the Commis-
sloner's decision unless some other date
for the closing of the record is specified
by the Commlioner. Thereafter any in-
terested Person may submit a petition
for reconsideration pursuant to § 2.8 and
a petition for stay of action pursuant to
§ 2.9. Any person who wishes to rely
upon data, information, or views not in-
cluded in the administrative record shall
submit It to the Commissioner -with a
new petition to modify the decision pur-
suant to this section.

(W) The provisions of this sectionshall
not apply to requests, suggestions, and
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recommendations made informally in
routine correspondence received by the
Food and Drug Administration. Such
correspondence does not constitute a-
petition within the meaning of this sec-
tion unless it purports to meet the re-
quirements of this section. Action with
respect to such routine correspondence
does not constitute final administrative
action which is subject to judicial review
pfursuaxit to § 2.11.

(1) The Hearing Clerk shall maintain
a chronological list of all petitions filed
pursuant to this section and § 2.19, but
excluding petitions submitted elsewhere
in the agency pursuant to § 2.6(a) (1),
showing:

(1) The docket number.
(2) The date the petition was filed by

the Hearing Clerk.
(3) The ,name of the petitioner.
(4) The subject matter involved.

§ 2.8 Administrative reconsideration of
dction.

(a) The Commissioner may at any
time conclude to reconsider any matter,
on his .own initiative or on the petition
of any interested person.

(b) Any interested person may request
reconsideration of any part or all of a
decision of the Commissioner on any
petition submitted pursuant to § 2.6(a).
Any such request shall be submitted in
accordance with § 2.5 and in the follow-
ing form no later than 30 days after the
date of the decision involved.

(Date),

Hearing Clerk, Food and Drug Administra-
tion, Department of Health, Education, and
Welfare, Rm. 4-65, 5600 Fishers Lane, Rock-
vlle, MD 20852

PETrrio ron PICONSIDERATON

Docket No .......
The undersigned submits this petition for

reconsideration of the decision of the Com-
missioner of Food and Drugs in Docket,
No .-....

A. Decision InvoZved.
(A concise statement of the decision of the

Commissioner which the petitioner wishes
to have reconsidered.)

B. Action Requested.
(The decision which the petitioner re-

quests the Commissioner to make upon re-
consideration of the matter.)

C. Statement of Grounds.
(A full statement of the factual and legal

grounds upon which the petitioner relies.
Such grounds shall demonstrate that rele-
vant data, information, and views contained
in the administrative record were not pre-
viously or not adequately considered by the
Commissioner. No new data, information, or
views may be included in a petition for re-
consideration.)

Very truly yours,

(Signature)

(Name of petitioner)

(Maling address)

(Telephone number)

(c) A petition for reconsideration re-
lating to a petition submitted pursuant
to § 2.6(a)(2) shall'be subject to the
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-requirements of § 2.7 (c) and (d), ex-
cept that it shall be filed in the same
docke t file as the petition to which it re-
lates.

(d) The Commissioner shall promptly
review a petition for reconsideration.
'The Commissioner may grant such a
petition in any procedding when he de-
termines that it is in the public interest
and in the interest of justice. The Com-
missioner shall grant a petition for re-
consideration in any proceeling if he de-
termines that all of the following apply:
(1) the petition demonstrates that rele-
vant data, information, or views con-
tained in the administrative record were
not previously or not adequately consid-
ered by the Commissioner, (2) the peti-
tioner's position is not frivolous and is
being pursued in good faith, (3) the Peti-
tioner has demonstrated sound public
policy grounds supporting reconsidera-
tion, and (4) reconsideration is not out-
weighed by public health considerations
'or other public interests. -

(e) A petition for reconsideration shall
be based only on data, information, and
views contained in the administrative
record on which the Commissioner made
his decision. Any interested person who
wishes to rely upon data, information, or
views not included in such administra-
tive record shall submit it to the Com-
missioner with a new petition to modify
the decision pursuant to § 2.6(a).

(f) The Commissioner's decision on a
petition for reconsideration shall be in
writing and shall be placed on public dis-
play as part of the administrative file on
the i-iatter in the office of the'Hearing
Clerk. A determination to grant recon-
sideration shall be published in the FE-
ERAL REGISTER if the Commissioner's
original decision was published in the
FEDERAL REGISTER. Any other deternina-
tion to grant or to deny reconsideration
may also be pubished in the FEDERAL
REGISTER.

(g) The Commissioner will consider a
petition for reconsideration only if it is
submitted within 30 days of -the date of
the decision involved and before such
petitioner brings legal action in the
courts to review such action, except that
such a petition shall also be considered
if the Commissioner has denied a petition
for stay of action and such petitioner has
petitioned for judicial review of the Com-
missioner's action and requested the re-
viewing court to grant a stay pending
consideration of such review. A petition
for reconsideration submitted later than
30 days after the date of the decision in-
volved shall be denied as untimely. A
petition for reconsideration shall be con-
sidered as submitted on the day it is re-
ceived by the Hearing Clerk.

(h) The Commissioner may on his own
initiative decide to reconsidered all or
part of any matter at any time after it
has been decided or action has been
taken. If review of such matter is pending
in the courts, the Commissioner may re-
quest that the court refer the matter back
to the agency or hold its review in abey-
ance pending administrative reconsid-
eration. The administrative record of the
proceeding shall include all additional

documents relating to such reconsidera-
tion.

(i) After determining to reconsider a
matter, whether on the petition of an
Interested person or on his own initiative,.
the Commissioner shall review and rule
on the merits of the matter pursuant to
§ 2.7 (e). The Commissioner may reaffirm,
modify, or overrule his prior decision, In
whole or in part, and may grant such
other relief or take such other action

,'as he may determine to be warranted.
(j) The Commissioner's reconsidera-

tion of any matter relating to a petition
submitted pursuant to § 2.6(a) (2) shall
be subject to the provisions of § 2.7(f)
through (h), (j), and (k).

(k) The record of the administrative
proceeding shall consist of thb following.

(1) The record of the original petition
specified in § 2.7(1).

(2) The petition for reconsideration,
including all data and Information on
which it relies, filed by the Hearing
Clerk.

(3) All comments received on such
petition, -including all data or Informa-
tion submitted as a, part of such
comments.

(4) The Commissioner's decisioh on
such petition pursuant to paragraph (f)
of this section, including all data and
information identified or filed by the
Commissioner with the Hearing Clerk as
part of the record supporting the de-
cision.

(5) Any FEDERAL REGISTER notices or
other documents resulting from such
petition.

(6) All documents filed with the Hear-
ing Clerk pursuant to § 2.15(f).

(7) If the Commissioner reconsiders
the matter, the administrative record rq-
lating to such reconsideration specified
in § 2.7(1).
§ 2.9 Administrative stay of action.

(a) The Commissioner may stay (in-
cluding extend) the effective date of any
relevant action pending or following his
decision on any matter, on his own Ini-
tiative or on the petition of any Inter-
ested person.

(b) Any interested person may request
the Commissioner to stay the effective
date of any administrative action. Such
a stay may be requested for a specific
time period or for an indefinite time pe-
riod. Any such request shall be submitted
in accordance with § 2:5 and in the fol-
lowing form no later than 30 days after
the date of the decision involved.

(Dato)
Hearing Clerk, Food and Drug Administra-

tion, Department of Health, Education,
and Welfare, Rm. 4-65, 5600 Fishers Lane,
Rockville, LED 20852

PETrrON FOR STAY Or ACTIoN
The undersigned submits this petition ro-

questing that the Commissioner of Food
and Drugs stay the effective date of his ac-
tion with respect to the following matter,

A. Decision Involved.
(The specific administrative action boing-

taken by the Commissioner for which a stay
is requested, Including the docket number or
other citation to the action involved.)
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B. Action Requested.
(The length of time for which the stay Is

requested, which may be for a specific or in-
definite time period.)

C. Statement of Grounds.
(A full statement of the factual and legal

grounds upon which the petitioner relies for
the stay.)

Very truly yours,

(Signature)

(Name of petitioner)

(Mailing address)

(Telephone number)

(c) A petition for stay of action relat-
ing to a-petition submitted pursuant to
§ 2.6(a)(2) shall be subject to the re-
quirements of paragraphs (c) and (d) of
§ 2.7, except that it shall be filed in the
same docket file as the petition to which
it relates.

(d) Neither the fiing of a petition for
a stay of action pursuant to this section
nor action taken by an interested person
in accordance with any other administra-
tive procedure in this part or in any
other section of this chapter, e.g., the
filing of a citizen petition pursuant to
§ 2.7 or a petition for reconsideration
pursuant to § 2.8 or a request for an ad-
visory -opinion pursuant to § 2.18, shall
operate to stay or otherwise delay any
administrative action by the Commis-
sioner, including enforcement action of
any kind, unless one of the following
applies:

(1) The Commissioner, in his discre-
tion, determines that a stay or delay is
in the public interest and stays theac-
tion.

(2) A statutory provision requires that
the matterlbe stayed.

(3) A court orders that the matter be
stayed.

(e) The Commissioner shall promptly
review a petition for stay of action. The
Commissioner may grant or deny such a
petition, in whole or in part, and may
grant such other relief or take such other
action as he may determine to be war-
ranted by the petition. The" Commis-
sioner may grant a stay in any proceed-
ing if he determines that it is in the pub-
lic interest and inthe interest of justice.
The Commissioner shall grant a stay in
any proceeding if he determines that all
of the following apply: (1) The peti-
tioner will otherwise suffer irreparable
injury, (2) the petitioner's case is not
frivolous and is being pursued in good
faith, (3) the petitioner has demon-
strated-sound public policy grounds sup-
porting the stay, and- (4) the delay re-
sulting from the stay is not outweighed
by public health considerations or other
public interests.

(f) The Commssioner's decision on a
petition for stay of action shall be in
writing and shall be placed on public
display as part of the file on the matter
in the office of the Hearing Clerk. A de-
termination to grant. a stay shall be
published in the FEDERAL REGISTER if the
Commissioner's original decision was
published in the FEDERAL REGISTER. Any
other determination to grant or to deny

a stay may also be published In the Fzn-
ERAL REGIsTEn.

(g) A petition for a stay of action
submitted later than 30 days after the
date of the decision Involved shall be
denied as untimely. A petition for a stay
of action shall be considered as submit-
ted on the day It is received by the
Hearing Clerk.

(h) The record of the administrative
proceeding shall consist of the following:

(1) The record of the proceeding to
which the petition for stay of action Is
directed.

(2) The petition for stay of action, in-
cluding all data and informtaion on
which It relies, filed by the Hearing Clerk.

(3) All comments received on such
petition, including all data or informa-
tion submitted as a part of such com-
ments.

(4) The Commissioner's decision on*
such petition pursuant to paragraph (e)
of this section, including all data and
information identified or filed by the
Commissioner with the Hearing Clerk
as part of the record supporting the
decision.

(5) Any FEDERAL REGISTER notices or
other documents resulting from such
petition.

(6) All documents filed with the Hear-
ing Clerk pursuant to § 2.15(f).
§ 2.10 Promulgation of regulations for

the efficient enforcement of the law.

(a) The Commissioner may propose
and promulgate regulations for the
efficient enforcement of the laws admin-
istered by him whenever he concludes
that it is necessary or appropriate to do
so. The Issuance, amendment, or revoca-
tion of any such regulation may be ini-
tiated in any of the ways specified In
§ 2.6.

(1) This section shall apply to any
regulation (i) not subject to § 2.12 and
Subpart B of this Part or (11) if it is
subject to § 2.12 and Subpart B of this
Part, to the extent that those provisions.
make this section applicable.

(2) A regulation proposed by an in-
terested person in a petition submitted
pursuant to § 2.6(a) shall be published by
the Commissioner in the FEDERAL REGIS-
zR as a proposal If he determines that:

(I) The petition co'ntains facts demon-
strating reasonable grounds for the
proposal.

(ii)- The petition contains a substan-
tial showing that the proposal is in the
public interest and will promote the
objectives of the act and the agency.

(ii) The requested proposal is lawful.
(3) The Commissioner may publish

two or more alternative proposed regu-
lations on the same subject in order to
obtain comment on the different alterna-
tives.

(4) The Commissioner may publish a
regulation proposed by an interested per-
son in a petition submitted pursuant to
§ 2.6(a) together with the Commission-
er's preliminary views on the proposal
and any alternative proposal.

(b) Except as provided In paragraphs
d) and (e) of this section, any such I
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regulation shall be the subject of a notice
of proposed rule making published in the
FEERAL IEGISTER.

(1) Such notice shall contain (i) a
general statement in the first or second
paragraph describing the substance of
the document in easily understandable
terms, (iD a preamble which summarizes
the proposal and the facts and policy
underlying It, Cil) references to all data
and information on which the Commis-

.sloner relies for the proposal (copies or
a full list of which shall be a part of the
administrative file on the matter in the
office of the Hearing Clerk), (iv) the au-
thority under which the regulation is
proposed, (v) either the terms or sub-
stance of the proposed regulation or a
description .of the subjects and issues
involved, (vi) a proposed effective date,
(vii) a reference to the existence or lack
of need for an environmental impact
statement pursuant to § 6.3(a) (3) (iD or
(ill) of this chapter, (viii) the time,
place, and method for interested per-
sons to submit written comments on the
proposal, and a statement that comments
shall be submitted in accordance with
the requirements of this Part and (ix)
the docket number of the matter, which
shall be used to identify the administra-
tive file established by the Hearing Clerk
for all submisions relating to the matter,
as provided in this Part.

(2) Such proposal shall ordinarily pro-
vide 60 days for comment, although the
Commissioner may reduce or extend this
time period for good cause. In no event
shall the time for comment be less than
ten days.

(3) After publication of the notice of
proposed rule making, any interested
person may request the Commissioner to
extend the comment period for an addi-
tional specified period of time by sub-
mitting a written request to the Hearing
Clerk stating the grounds therefor. Such
requests shall be pursuant to § 2.9, ex-
cept that the heading .shall be "RE-
QUEST FOR EXTENSION OF COM-
MENT PERIOD."

(i) Any such request shall demonstrate
why comments could not reasonably be
submitted within the time permitted, or
that important new information will
shortly be available, or that sound pub-
lic policy otherwise supports an exten-
sion of the time for comment. The Com-
missioner may grant or deny such re-
quest or may grant an extension for a
time period different than that re-
quested. Extensions of time-to comment
will not ordinarily be granted. An exten-
sion of time to comment may be limited
to specific persons who have made and
Justified such a request, but shall or-
dinarily apply to all interested persons.

(il) Any extension of time to comment
of 30 days or longer shall be the subject
of a notice published in the FEDERAL
REGISTER and shall be applicable to all
iterested persons. Any extension of time
to comment of less than 30 days shal
e the subject either of a letter or memo-

randum filed with the Hearing Clerk or"
of a notice published in the FzIL&
REUMMR
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(4) All comments shall be submitted in
quintuplicate to the Hearing Clerk, ex-
cept that individuals may submit single
copies of comments. Comments will be,
stamped with the date of receipt and will
be numbered chronologically.

(5) Persons submitting comments crit-
ical of a proposed regulation are en-
couraged to Include alternative wording
that they believe would be preferable.
(o) After the time for comment on

a proposed regulation has expired, the
Commissioner shall review the entire ad-
ministrative record on the matter, in-
cluding all comments, and shall termi-
nate the proceeding, issue a new proposal,
or promulgate a final regulation, by no-
tice published in t4e FEDERAL REGISTE.

(1) The quality and persuasiveness of
the comments shall determine the Com-
missioner's decision with respect to such
comments. The number or length of com-
ments shall not be a significant factor in
such decision.

(2) The decision of the Comnmissioner
with respect to the matter shall be based
solely upon the administrative record.

(3) The preamble to a final regulation
published in the FEDERAL REGISTER shall
contain in the first and second para-
graphs reference to prior notices relating
to the same matter and a general state-
ment describing the substance of the doc-
ument in easily understandable terms,
and shall summarize each type of com-
ment submitted on the proposal and the
Commissioner's conclusions with respect
to each such type of comment. The pre-
amble shall contain a thorough and com-
prehensible articulation of the reasons
for the Commissioner's decision on each
issue.

(4) The notice promulgating- a final
regulation published in the FEDERAL REG-
IsTER shall specify the effective date. Such
effective date shall be not less than 30
days after the date of publication in the
FEDERAL REGISTER, except for:

(1) A regulation which grants an ex-
emption or relieves a restriction.

(i) Any other regulation where the
Commissioner finds, and states in the no-
tice, good cause for an earlier effective
date.

(d) The provisions for-notice and com-
ment in paragraphs (b) and (c) of this
section shall apply to interpretive rules
and to rules of agency practice and pro-
cedure except as provided in paragraph
(e) of this section. The provisions of
paragraphs (b) and (c- of this section
shall not apply to general statements of
policy in the form of informational no-
tices published in the FEDERAL REGISTER
or to matters involving agency organiza-
tion.

(e) The requirements of notice and
public procedure in-paragraph (b) of this
section shall not apply in any of the fol-
lowing situations:

(1) When the Commissioner deter-
mines for good cause that they are im-
practicable, unnecessary, or contrary to
the public interest. In such cases, the no-
tice promulgating the regulation shall
state the reasons for such determination,
and shall provide an opportunity for the
submission of comments to determine

whether the regulation- should sub- (1) If the regulation was initiated by
sequently be modified or revoked, a petition, the administrative record

(2) To food additive and color addi- specified In § 2.7().
tive petitions, which are subject to the (2) If any petition for reconsidera-
provisions of § 2.110(b) (2). tion or for a stay of action is filed, the

(3) To new animal drug regulations, administrative record specified In § 2.8
which shall be promulgated by notice (k) and §'2.9(h) respectively.
pursuant to section 512(i) of the act. (3) The notice of proposed rule mak-

(f) In addition to the notice and pub- ing published in the FEDERAL REGISTE 1,
lic procedure required pursuant to para- including all data and information iden-
graph (b) of this section, the Commls- tifled or filed by the Commissioner with
sioner may, in his discretion, also subject the Hearing Clerk as part of the admin-
any proposed or final regulation, before istrative record supporting the proposal,
or after publication in the FEDERAL REG- (4) All comments received on the pro-
ISER, to any of the following additional posal, including all data or Information
procedures, where they are reasonably subnitted as a part of such comments.
applicable to the matter involved: (5) The notice promulgating the final

(1) Conferences, meetings, discus- regulation, including all data and infer-
sions, and correspondence pursuant to mation identified or filed by the Com-
§ 2.15. m Issioner with the Hearing Clerk as part

(2) A formal evidentiary public hear-, of the admtinstrative record supporting
4ing pursuant to Subpart B of this Part. the final regulation.

(3) A public hearing before a Public (6) The transcripts, minutes of meet-
Board of Inquiry pursuant to Subpart C Ings, reports, FEDERAL R.arsTnn notices,
of this Part. and other documents resulting from any

(4) A public hearing before a public of the optional procedures specified In
advisory committee pursuant to Subpart paragraph (f) of this section, except
D of this Part. that it shall not Include any transcript of

(5) A public hearing before the Com- any closed portion of any public advisory
missioner pursuant to Subpart E of this committee meeting.
Part. (7) All documents submitted to the

(6) A notice published in the FEDERAL -Hearing Clerk pursuant to 0 2.15(f).
REGISTER requesting data, information, (h) The record of the administrative
and views before the Commissioner proceeding shall be closed as of the date
determines whether to propose a the Commissioner's deci.ion Is published
regulation. In the FEDERAL REGISTER or otherwiso

(7) A draft of a proposed regulation made available for public disclosure un-
placed on public display in the office of less some other date for the closing of
the Hearing Clerk. If this procedure is the record Is specified by the Commis-
used, the Commissioner shall publish an sioner. Thereafter any Interested person
appropriate notice in the FEDERAL REGIS- may submit a petition for reconsidera-
IsTER stating that the document is avail- "'tion pursuant to § 2.8 and a petition for
able and specifying the time within stay of action pursuant to § 2.9. Any per-
which comments may be submitted son who wishes to rely upon data, in-
orally or in writing on the draft of the formation, or views not included In the
proposed regulation. I administrative record shall submit It to
- (8) A revised proposal published in the Commissioner with a new petition to

the FEDERAL REGIsTER, which shall be modify the final regulation.
subject to all the provisions in this scc- (I) The Hearing Clerk shall main-
tion relating to proposed regulations. tain a chronological list of all regulations

(9) A tentative final regulation or proposed and promulgated pursuant to
tentative revised final regulation placed this section and § 2.12, but excluding
on public display at the office of the regulations resulting from petitions filed
Hearing Clerk. If this procedure is used, and assigned a docket number pursuant
the Commissioner shall publish an ap- to § 2.7, showing:
propriate notice in the FEDERAL REGISTER (1) The docket number, which In the
stating that the document is available case of a petition submitted directly to a
and specifying the time within which" bureau shall be the number or other
comments may be submitted orally or in designation assigned by the bureau, e.g.,
writing on the tentative final regula- the number assigned to a food additive
tion and shall mail a copy of the tenta- petition.
tive final regulation and the FEDERAL (2) The name of the petitioner, if any,
REGISTER notice to each person who sub- (3) The subject matter involved.
mitted comments on the proposed § 2.11 Court rcview of final administra.
regulation. tive action; exhaustion of adminis.

(10) A final regulation published in trative remedics.
the FEDERAL REGISTER which provides an
opportunity for the submission of fur- (a) The provisions of this section
ther comments to determine whether the shall apply to court review of any final
regulation should subsequently b6 modi- administrative action taken by the Com-
fled or revokued. missioner, including action taken pur-

(11) Any other specific public proce- suant to §§ 2.6 through 2.10 and
dure established by the provisions in § 2.500(b), except action subject to the
other sections of this chapter and ex- provisions of § 2.12 and Subpart B of this
picitly made applicable to the matter Part.
by the terms of those provisions. (b) Any rdquest that the Commis-

(g) The record of the administrative sioner take or refrain from taking any
proceeding shall consist of all of thp fol- form of administrative action shall first
lowing: be the subject of a final administrative
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decision based upon a petition submitted
to the Commissioner pursuant to
§ 2.6(a) or, where applicable, a hearing.
Pursuantto § 2.500(b) of this Part before
any legal-action is filed in a court com-
plaining of the Commissioner's action
or failure to act. If any court action is
filed complaining of the Commissioner's
action or failure to act prior to the sub-
mission of and decision on a petition
pursuant to § 2.6(a) or, where applicable,
a hearing pursuant to § 2.500(b) of
this Part, the Commissioner 'will request
dismissal of such court'action or referral
to the agency for an initial administra-
tive determination on the grounds
of a failure to exhaust the administra-
tive remedies provided in this Part, the
lack of final agency action as required by
5 U.S.C. 701 et seq., and the lack of an
actual controversy as required by 28
U.S.C. 220L
(c) Any request that any form of ad-

ministrative action be stayed shall first
be the subject of an administrative deci-
sion based upon a petition for stay of
action submitted to the Commissioner
pursuant to § 2.9 before any request is
made that a court stay. such action. If
any court action is filed requesting a stay
of any administrative action taken
by the Commissioner prior to the Com-
missioner's decision on a petition sub-
mitted in a timely manner pursuant-to
§ 2.9, the Commissioner will request dis-
missal of such court action or referral
to the agency for an initial-administra-
tive determination on the grounds of
a failure to exhaust the administrative
remedies provided in this subpart, the
lack of final ogency action as required by
5 U.S.C. 701 et seq., and the lack of an
actual controversy as required by 28
U.S.C. 2201. ,If any court action is filed
requesting a stay of any administrative
action taken by the Commissioner after
a petition for a stay of action is denied
because it was submitted after expira-
tion of the 30-day time period specified
in § 2.9, or after the time for submitting
such a petition has expired, the Commis-
sioner will -request dismissal of. such
court action on the ground of a failure
to exhaust the administrative remedies
set out in this subpart. -

(d) The Commissioner's final decision
on a petition submitted -pursuant to
§ 2.6(a), on a petition for reconsidera-
tion- submitted pursuant to § 2.8, on a
i)etition for stay of action submitted
-Pursuant to § 2.9, or on any matter in-
volving administrative action which is
the subject of an opportunity for a hear-
ing pursuant to § 2.500(b), each consti-
tutes final agency action reviewable in
the courts pursuant to 5 U.S.C. 701 et
seq. and, where appropriate, 28 U.S.C.
2201.

(1) It is the position of the Food and
Drug Administration except as otherwise
provided in subparagraph (2) of this
paragraph, that:

() Any. such final agency action ex-
hausts all administrativd remedies and
is ripe for preenforcement judicial re-
view as of the date of such final decision,
unless applicable law explicitly requires
that the petitioner take further action
before judicial review is available.

PROPOSED RULES

(ii) Any interested person Is affected
by, and thus-has standing to obtain Judi-
cial review of, such final agency action.

(iii) It Is not appropriate to move to
dismiss a sult for preenforcement Judi-
cial review of such final agency action
on the ground that Indispensable parties
are not Joined or that It is an uncon-
sented suit against the United States if
such defect could be cured by amending
the complaint.

(2) The Commissioner will object to
judicial review of any matter If:

(I) The matter is committed by law to
the discretion of the Commissioner, e.g.,
a decision to recommend or not to rec-
ommend civil or criminal enforcement
action under sections 302, 303, and 304 of
the act,

Wi Review is not sought in a proper
court.

(e) Any interested person may request
judicial review of any, final decision of
the Commissioner In the courts without
first petitioning the Commiloner for re-
consideration or for a stay of action,
except that in accordance with para-
graibh (c) of this section such person
shall request a stay by the Commissioner
pursuant to § 2.9 before he may request
a stay by the court.

(f The Commissioner will take the
position in any action for Judicial review
under 5 U.S.C. 701 et seq., whether or not
it includes a request for a declaratory
judgment under 28 U.S.C. 2201, or in any
other case In which the validity of ad-
ministrative action is properly chal-
lenged, that the validity of the action
shall be determined solely on the basis of
the administrative record, specified in
§§2.7(1), 2.8(k), 2.9(h), 2.10(g), and
2.513(a), or the administrative record
applicable with respect to any decision
or action under the regulations refer-
enced in § 2.500(b), and that additional
data, information, or views may not be
consideed. Any interested person who
wishes to rely upon data, information,
or views not included In the administra-
tive record shall submit it to the Com-
missioner with a new petition to modify
the action pursuant'to § 2.6(a).

(g) The Commissioner requests that
all petitions for Judicial review of a par-
ticular matter be filed In a single United
States district court. If such petitions are
filed in more than one Jurisdiction, the
Commissioner shall take appropriate ac-
tion to prevent a multiplicity of suits in
various jurisdictions, such as:

(1) A request for transfer of one or
more suits to consolidate separate ac-
tions, pursuant to 28 U.S.C. 1404(a) or
28 U.S.C. 2112(a).

(2) A request that actions in all but
one jurisdiction be stayed pending the
conclusion of one proceeding.

(3) A request that all but one action
be dismissed pending the conclusion of
one proceeding, with the suggestion that
the other plaintiffs intervene In that one
suit.

(4) A request that one of the suits be
maintained as a class action in behalf
of all affected persons.

(h) Upon judicial review of admints-
trative. action pursuant to this section:
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(1) If a court determines that the ad-
ministrative record Is inadequate to sup-
port the action, the Commissioner shall
determine whether be wishes to pro-
ceed with such action.

(I) -If the Commissioner concludes
that such action should be pursued, he
shall either request that the court re-
mand the matter to the agency to reopen
the administrative proceeding and rec-
ord, or on his own initiative reopen the
administrative proceeding and record
upon receipt of the court determination.
Any- such reopened administrative pro-
ceeding shall be conducted pursuant to
the provisions of this part and in accord-
ance with any directions of the court.
, i) If the Commissioner concludes

that the public interest requires that the
action remain in effect pending further
administrative proceeding, he shall re-
quest that the court not stay the matter
in the interim and shall expedite the
further administrative proceedings.

(2) If a court determines that the ad-
ministrative record is adequate, but the
rationale for the action requires further
elucidation: -

U) The Commissioner shall request
either that such further explanation be
-provided in writing directly to the court;
without further administrative proceed-
ings, or that the administrative proceed-
ing be reopened pursuant to paragraph
(hW (1) (1) of this section.

(if) If he concludes that the public in-
terest requires that the action remain in
effect pending further court or adminis-
trative proceedings, he shall request that
the court not stay the matter in the in-
terim and shall expedite such further
proceidings. -

§ 2.12 Promulgation. of regulations and
orders after an opportnniFy for a"
formal evidentiary public hcarfng.

(a) The Conimissloner shall promul-
gate regulations and orders after an op-
portunity for a formal evidentiary public
hearing, In accordance with the proce-
dures established In Subpart B of this
Part, whenever all of the following apply:-

(1) The subject matter of the regula-
tion or order involved Is subject by stat-
ute to an opportunity for a formal evi-
dentiary public hearing.

(2) The person requesting such a
hearing has a right to an opportunity for
a hearing and submits adequate justifi-
cation for such a hearing as required by
§ 2.110 through 2.115 and other appli-
cable provisions In this chapter, e.g.,
§§314.200, 430.20(b), 514.200, and 601.7
(a).

(b) The Commissioner may order a
formal evidentlary public hearing on any
matter wbhenever he determines, in his
diseretion, that It would be in the pub-
lic interest to do so. .

c) The statutory provisions which
permit a person who would be adversely
affected by administrative action an op-
portunity for a formal evidentiary public
hearing are as follows:

(1) Section 401 of the act relating to
definitions and standards for food.

(2) Section 403(J) of the act relating
to regulations for labeling of foods for
special dietary uses. I
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(3) Section 404(a) of the act relating
to regulations providing for emergency
permit control.

(4) )ection 406 of the act relating to
tolerances for poisonous substances in
food.

(5) Section 409 (c), (d), and (h) of the
act relating to food additive regulations.

(6) Section 501(b) of the act relating
to tests- or methods of assay for drugs
described in official compendia.

(7) Section 502(d) of the act relating
to regulations designating habit-forming
drugs.

(8) Section 502(h) of the act relating
to regulations'designating requirements
for drugs liable to deterioration.

(9) Section 502(n) of the act relating
to prescription drug advertising regula-
tions.

(10) Section 506(c) of the act relating
to insulin regulations.

(11) Section 507(f) of the act relating
to regulations for antibiotic drug certi-
fication.

(12) Section 512(n) (5) of the act re-
lating to regulations for animal antibiot-
ic drugs and certification requirements.

(13) Section 706 (b) and (c) of the act
relating to regulations for color additives
listing and certification.

(14) Section 4(a) of the Fair Packag-
ing and Labeling Act relating to food,
drug, device, and cosmetic labeling.

(15) Section 5(c) of the Fair Packag-
Ing and 'Labeling Act relating-to addi-
tional economic regulations for food,
drugs, devices, and cosmetics.

(16) Section 505' (d) and (e) of the
act relating to new drug applications.

(17) Section 512 (d), (e), (m) (3), and
(m) (4) of the act relating to new-ani-
mal drug applications.

(18) Section 351(a) of the Public
Health Service Act relating to plant and
product licenses for a biologic.
§2.13 Separation of functions; ex parte

communications.

(a) The provisions of this section shall
apply with respect to any matter which
is subject by statute to an opportunity
for a formal evidentiary public hearing,
tts listed in § 2.12(c), and any matter sub-
ject to a public hearing before a Public
Board of Inquiry pursuant to Subpart C
of this Part.

(b) In the case of any matter listed in
§ 2.12(c) (1) through (10) and (12)
through (15):

(1) Any interested person may meet
or correspond with any representative of
the Food and Drug Administration with
respect to any such matter prior to pub-
lication in the FEDERAL REGISTER of a
notice announcing a formal evidentiary
public hearing or a public hearing.before
a Public Board of Inquiry on the matter.
The provisions of § 2.15 shall apply to

'such meetings and correspondence.
(2) Upon publication in the FEDERAL

REGISTER of a notice announcing a for-
mal evidentiary public hearing or a pub-
lic hearing before a Public Board of In-
quiry, the following separation of func-
tions shall apply:

(i) The bureau responsible for the
matter'involved in the hearing shall, as a

party to the hearing, be responsible for
all'investigative functions and for pres-
entation of the position of the bureau
at the hearing and in any pleading or
oral argument before the Commissioner.
Representatives of the bureau shall not
participate or advise in any decision ex-
cept as witness or counsel in public pro-
ceedings. There shall be no other com-
munication" between representatives of
the bureau and representatives of the
office of the Commissioner with respect
to the matter involved in the hearing
prior to the decision of the Commis-
sioner. All members of the Food and
Drug Administration other than repre-
sentatives of the involved bureau shall
be available to advise-and participate
with the office of the Commissioner in
its functions relating to the hearing and
the final decision.

(ii) The Chief Counsel for the Food
and Drug Administration shall designate
those members of his office who shall
advise and participate with the bureau
in its functions in the hearing. The mem-
bers of the office of General Counsel so
designated shall not participate or advise
in any decision except as counsel in pub-
lic procedings. Such designation shall be
in the form of a memorandum filed with
the Hearing Clerk and made a part of the
administrative record in the proceeding.
There shall be no other communication
bNetween those members of the office of
General Counsel so designated and any
other persons in the office of Gpneral
Counsel or in the Food and Drug Admin-
istration except the members of the in-
volved bureau with respect to the matter
involved in the hearing, prior to the de-
cision of the Commissioner. All members
of the office of General Counsel other
than those so designated shall be avail-
able to advise and participate with the
office of the Commissioner in its func-
tions relating to the hearing and the
final decision. The Chief Counsel shall
always advise and participate with the
office of the Commissioner in its func-
tions relating to the hearing and the
final decision.

(iII) The office of the Commissioner
shall be responsible for the agency re-
view of and final decision on the matter,
with the advice and participation of any-
one in the Food and Drug Administration
other than representatives of the in-
volved bureau and those members of the
office of General Counsel who have been
designated to assist in the bureau's func-
tions relating to the hearing.

(c) In thd case of any matter listed
in § 2.12(c) (11) and (16) through (18),
the specific provisions relating to separa-
tion of functions set forth in §§ 314.200
(f), 430.20(b) (9), 514.200, and 601.7(a)
of this chapter shall be applicable prior
to publication in the FEDERAL REGISTER
of a notice announcing a formal eviden-
tiary public hearing or a public -hearing
before a Public Board of Inquiry. Upon
publication of any such notice the rules
in paragraph (b) (2) of this section shall
apply.'

(d) Between the date that separation
of functions applies pursuant to para-

graph (b) or (c) of this section and the
date of the Commisioner's decision on the
matter, communication with respect to
the matter involved In the hearing shall
be restricted as follows:

(1) No person shall have any ex parto
communication, orally or in writing, with
the presiding officer or any person repre-
senting the office of the Commissioner
with respect to the matter Involved In the
hearing. All such communications shall
be public communications, as witness or
counsel, in accordance with the appli-
cable provisions of this Part.

(2) Any participant In the hearing may
submit a written communication to the
office of the Commissioner with respect
to a proposal for settlement. Such writ-
ten communications shall be in the form
of pleadings and shall be served on all
other participants and tiled with the
Hearing Clerk in the same manner as
any other pleading.

(3) Any written communication ton-
trary to this section shall Immediately
be filed with the Hearing Clerk, and any
oral communication contrary to this sec-
tion shall immediately be recorded In a
written memorandum and filed with the
,Hearing Clerk, as a part of the admin-
istrative record of the proceeding. Any
person, including any representative of
any participant in the hearing, who Is
involved in any such oral, communica-
tion shall be made available for cross-
examination during the hearing with re-
spect to the substance of that conversa-
tion. Rebuttal testimony pertinent to any
such written or oral communication shall
be permitted. Any cross-examination
and rebuttal testimony shall be tran-
scribed and filed in the administrative
record of the proceeding.
§ 2.14 Referral by court.

(a) The provisions of this section shall
apply whenever any Federal, State, or
local court holds In abeyance, or refers
to the Commissioner, any matter for an
initial administrative determination pur-
suant to § 2.6(c) or § 2.11(b).

(b) The Commissioner shall promptly
agree or decline to accept such referral,
Whenever feasible in light of agency
priorities and resources, the Commis-
sioner shall egree to accept any such
referral and shall institute a proceeding
to determine the matter so referred,

(c) In reviewing such a matter, the.
Commissioner may, In his discretion,
utilize any of the following procedures:

(1) Conferences, meetings, discus-
sions, and correspondence pursuant to
§ 2.15.

(2) A formal evidentlary public hear-
ing pursuant to Subpart 13 of this Part.

(3) A hearing before a Public Board of
Inquiry pursuant to Subpart C of this
Part.
1 (4) A public hearing before a public

advisory committee pursuant to Sub-
part D of this Part.

(5) A public hearing before the Com-
missioner pursuant to Subpart E of this
Part.

(6) A regulatory hearing before the
Food and Drug Administration pursuant
to Subpart F of this Part.
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(7) A notice published in the FEDERAL
REGISTEIL requesting data, information,
and views before the Commissioner
makes his decision on it.

(8) Any other specific public, proce-
dure established by the provisions in
other sections of this chapter and explic-
itly made applicable to the matter by
those provisions.

(d) If the Commissioner's review of
the ifiatter results in the proposal of a
regulation, the provisions of § 2.10 or
§ 2.12shdl! also apply.
§ 2.15 Meetings and correspondcnce.

(a) In addition to the public hearings
and proceedings established by the pro-
visions of this Part and in other sections
of this chapter, meetings may be held
and correspondence may be exchanged
between representatives of the Food and
Drug Ad-miistration and any interested
person outside the Food and Drug Ad-
ministration with respect to any matter
within the jurisdiction of the laws ad-
ministered by the Commissioner. Action
with respect to such meetings and cor-
respondence does not constitute final ad-
ministrative action which is subject to
judicial review pursuant to § 2.11.

(b) The Commissioner may conclude,
in his discretion, that it would be in the
public interest to hold an open public
meeting to discuss a matter (or class of
matters)' pending before the Food and
Drug Administration, at which any in-
tereste'l person may participate. -

(1) The Commissioner shall give pub-
-lib notice through the public calendar
described.in" § 2.2(a) of, the time and
place of the meeting and of the matters
to be discussed, and may also publish
such notice in the FEDERAL REGISTER.

(2) The meeting shall be conducted in-
formally, ie., any interested person may
attend and participate fully in the dis-
cussion without giving prior notice to the
agency or requesting time to make a pre-
sentation.

(3) No transcript or recording of any
such meeting shall be required. A writ-
ten memorandum summarizing the sub-
stance of the meeting shall be prepared
bY a representativg of the Food and Drug
Administration. -

(C) Any meeting with any person out-
side the Department, including any per-
son in the Executive or Legislative
Branch of the Federal Government, re-
lating to a pending court case, adminis-
trative hearing, or other regulatory ac-
tion or decision, which involves more
than a brief description of the matter
shall be summarized in a written memo-
randum which shall be fled in the ad-
ministrative file on the matter.

(d) Every person outside the Federal
Government has a right to request and
obtain a private meeting with a repre-
sentative of the Food and Drug Adminis-
tration in agency offices to discuss any
matter in which he is interested.

(1) The person requesting such a meet-
ing may be accompanied by a reasonable
number of employees, consultants, -or

- other persons with whom he has a com-
mercial arrangement within the mean-
ing of § 4.81(a) of this chapter. Neither

the Food and Drug Administration nor
any other person may require the at-
tendance of any person who is not an
employee of the Executive Branch of the
Federal Government without the agree-
ment of the person requesting the meet-
ing. Any person may attend by mutual
consent of the person requesting the
meeting and the Food and Drug Admin-
istration.

(2) The Food and Drug Administra-
tion shall determine which representa-
tives of the Food and Drug Administra-
tion shall attend the meeting. The person
requesting the meeting may request but
not require or preclude the attendance
of any specific Food and Drug Adminis-
tration employee.

(3) Whenever appropriate (e.g., the
meeting involved a matter covered by
paragraph (c) of this section or any
other important matter, a decision on an
issue, or statements op advice or conclu-
sions to which future reference may be
required as part of an administrative
record), a written memorandum sum-
marizing the substance of the meeting
shall be prepared by a representative of
the Food and Drug Administration.

(4) Any person who wishes to attend
a specific private meeting, but who is not
permitted to attend because the person
requesting the meeting or the Food and
Drug Administration does not grant per-
mission for such attendance, or because
it is conducted by telephone, may request
and obtain a separate meeting with the
Food and Drug Administration to dLscusa
the same matter or any additional
matter.(e) Food and Drug Administration
employees have a responsibility to meet
with all segments of the public in order
to promote the objectives of the act and
the agency. In pursuing this responsibil-
ity the following general policy shall
apply where agency employees are in-
vited by persons outside the Federal Gov-
ernment to attend or participate in
meetings outside agency offices as repre-
sentatives of the agency.

(1) A person outside the Executive
Branch of the Federal Government may
invite an agency representative to attend
or participate in a meeting outside
agency offices. The agency representa-
tiv6 is not obligated to attend or, par-
ticlpite in any such meeting, but may do
so where he concludes that It Is in the
public interest and will promote the ob-
jectives of the act and the agency.

(2) An agency representative-may re-
quest that any such meeting be an open
meeting when he concludes that this
would be in the publio interest. The
agency representative may agree to de-
cline to participate in any such meeting
which is held as a private meeting, de-
pending upon which action he concludes
will best serve the public interest.

(3) An agency Yepresentative shall not
knowingly participate in any meeting
which is closed on the basis of sex, race,
or religion.

(4) Any such meeting, whether open or
closed, shall be subject to the require-
ments of paragraph (d) (3) of this sec-

tion with respect to memoranda sum-
marizing the substance of the meeting.

Wf" Representatives of the Food and
Drug- Administration may initiate a
meeting or correspondence with any per-
son outside the Federal Government with
respect to any matter relating to the
laws administered by the Commissioner.

(1) Any meeting initiated by the Food
and Drug Administration which involves
a small number of interested persons,
e.g., a meeting with a petitioner or with
two manufacturers of a particular prod-
uct which requires additional testing or
with a trade assoclation employee to dis-
cuss an industry labeling problem, may
be a private meeting. Any meeting ini-
tated by the Focd and Drug Adminis-
tration which involves a large number of
interested persons, eg., 10 manufacturqrs
of an Ingredient to discuss appropriate
testing or labeling, shall be held as an
open conference or meeting pursuant to
paragraph (b) of this section-

(2) Whenever appropriate (e.g., the
meeting involved a matter covered by
paragraph (c) of this section or -any
other important matter, a decision on an
Issue, or statements or advice or conclu-
sions to which future reference may be
required as part of the administrative
record), a written memorandum sum-
marizing the substance of any meeting
shall be prepared by a representative of
the Food and Drug Administration.

(g) Any person who participates in
any meeting described in paragraphs (b)
through (f) of this section may prepare
and submit to the Food and Drug Ad-
ministration fon inclusion in the admin-
istrative file a written memorandum
summarizing the substance of the
meeting.

(h) All memoranda of such meetings
prepared by a representative of the Food
and Drug-Administration or by any other
person and all correspondence which re-
late to any matter pending before the
agency shall promptly be filed in the rele-
vant administrative file and made a part-
of the administrative record of the
proceeding.

(1) Any meeting with a representative
of Congress relating to a pending or po-
tental investigation, inquiry, or hearing
by a congressional committee or a mem-
ber of Congress shall be summarized in
a written memorandum which shall be
forwarded to the Food and Drug Admin-
istration, Office of Legislative Services.
This provision shall not restrict the-right
of any agency employee to participate in
any such meeting.

(j) Any meeting of an advisory com-
mittee shall be subject to the require-
ments of Subpart D of this Part.

(k) Pursuant to 42 U.S.C. 2631(a) (8),
a log or summary shall be made of all
meetings held between representatives of-
the Food and Drug Administration and
representatives of industry and other in-
terested parties with respect to imple-
mentation of the Radiation Control for
Health and Safety Act of 1968.

§ 2.16 Documentation of sfgniffiant de-
ci-ions in administrative file.

-(a) The provisions of this section shall
apply to every significant Food and Drug
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Administration decision on any matter
under the laws administered by the Com-
missioner, whether it is raised formally,
e.g., by a pefition, or informally, e.g.,
by correspondence.

(b) The Food and Drug Administra-
tion employees responsible for handling
any matter shall be responsible for as-

.suring the completeness of the admin-
istrative file relating to it. Such file:

(1) Shall contain appropriate docu-
mentation of the basis for the decision,
including relevant evaluations, reviews,
memoranda, letters, opinion of consult-
ants, minutes of meetings, and all other
written documents pertinent to the
matter.

(2) Shall contain the recommenda-
tions and decisions of individual em-
ployees, including supervisory person-
nel, responsible for handling the matter.

(i) Such recommendations and deci-
sions shall reveal any significant con-
troversies or differences of opinion and
their resolution.

(ii) Any agency employee working on
a matter shall have the opportunity to
record his views on 'that matter in a
written memorandum; which shall be in-
eluded in the file.

(c) All written documents placed in
such an administrative file:

(1) Shall relate to the factual, scien-
tific, legal, or related- issues under
consideration.

(2) Shall be dated and signed by the
author.

(3) Shall be directed to the file, to
appropriate supervisory personnel, and
to other appropriate employees,' and
shall show all persons to whom copies
were sent.

(4) Shall avoid defamatory language,
Intemperate remarks, undocumented
charges, or irrelevant matters (e.g., per-
sonnel complaints).

(5) Shall, if it records the views, anal-
yses, recommendations, or decisions of
any agency employee in addition to the
author, be given to such other employees.

(6) Shall, once" completed (i.e., typed
In final form, dated, and signed), not be
altered, added to, or removed. Subse-
quent additions to, or revisions of, any
such document shall be accomplished by
the preparation of a new document.

(d) Memoranda or other documents
prepared by agency employees not con-
tained in the administrative file shall
have no status or effect.

(e) All Food and Drug Administra-
tion employees working on a matter shall
have access to the administrative file
on that matter, as appropriate for the
conduct of their work. Reasonable re-
strictions may be placed upon such ac-
cess to assure the proper cataloging and
storage of documents, the availability
of the file to others,, and the complete-
ness of the file for review.

§ 2.17 Internal agency review of deci-
sions.

(a) Any decision of a Food and Drug
Administration employee other than the
Commissioner on any matter, e.g., an
informal opinion on the need for further
animal toxicology tests to support a food

PROPOSED RULES

additive regulation or new drug applica-
tion, is subject to review by the employ-
ee's supervisor under any of the follow-
ing circumstances:

(1) At the request of the employee.
(2) On the initiative of the supervisor.
(3) At the request of any interested

person outside-the agency.
(4) As required by duly promulgated

delegations of authority.
(b) Such review shall be accomplished

by consultation' between the employee
and the supervisor or by review of the
administrative file on the matter, or both.
'Such review shall ordinarily follow the
established agency channels of super-
vision or review for that matter.

(c) Any interested person outside the
agency may request internal-agency re-
view of any such-decision through, the
established agency channels of super-
vision or review for that matter. Per-
sonal review of such matters by bureau
directors or-the office; of the Commis-
sioner shall take place for any of the
following purposes: -

(1) To resolve an issue which cannot
be resolved at lower levels within the
agency:

(I) Between two parts of a bureau or
other component of the agency, or

(ii) Between two bureaus or other com-
ponents of the agency, or

(iII) Between the agency and an in-
terested person outside the agency.

(2) To review policy matters requiring
the attention of bureau or agency man-
agement.

(3) In unusual situations requiring an
immediate review in the public interest.

(4) As required by duly promulgated
delegations of authority.

(d) Internal agency review of any such
docision shall be based upon the data
and information available in the admin-
istrative file. In the event that any in-
terested person presents new data or in-
formation not contained in such fie, the
matter shall be retured to the appropri-
ate lower level within the agency for a
reevaluation based upon such new Infor-
mation.
§ 2.18 Dissemination of draft Federal

Register notices and regulations.
(a) Any representative of the Food

and Drug Administration may discuss
orally or in writing with any interested
person ideas and recommendations for
FEDERAL. REGISTER notices or regulations.
The Food and-Drug Administration wel-
comes assistance in developing ideas for,
and in gathering the data and informa-
tion to support, notices and regulations.

(b) Once it is determined that a pro-
posed notice or fegulation will be pre-
pared, the general concepts may be 'dis-
cussed by a representative of the Food
and Drug Administration with any inter-
ested person. Details of a draft of a pro-
posed notice or regulation may be dis-
cussed with any person outside the Exec-
utive Branch of the Federal Government
only with the specific permission of the
Commissioner. A draft of a proposed no-
tice or regulation or its preamble, or any
portion thereof, may be furnished to an
interested person outside the Executive
Branch of the Federal Government only

if it is made available to all Interested
persons by a notice published in the .Es-

ERAL REGISTER.
'(c) After publication of a proposed

regulation in the FEDERAL RmosTn, and
before preparation of a draft of the final
regulation, a representative of the Food
and Drug Administration may discuss
the proposal with any interested person
to understand and resolve questions
raised and concerns expressed about the
pr6posal.

(d) Details of a draft of a final notice
or regulation may be discussed with any
interested person outside the Executive
Branch of the Federal Government only
with the specific permission of the Com-
missioner. A draft of a final notice or reg-
ulation or its preamble, or any portion

\thereof, may be furnished to an interest-
ed person outside the Executive Branch
of the Federal Government only If it Is
made available to all interested persons
by a.notice published in the FEDERAL Rue-
ISTER, except as otherwise provided In
paragraphs (g) and () of this section.

(1) The final notice or regulation and
Its preamble shall be prepared solely on
the basis of the administrative record.

(2) If any additional technical Infor-
mation from a person outside the Exec-
utive Branch of the Federal government
is necessary to draft the final notice or
regulation or its preamble, it shall be re-
quested by the Food and Drug Adminis-
tration in general terms and furnrshed
directiy-to the Hearing Clerk to be In-
cluded as part of the administrative rec-
ord.

(3) If direct discussion by the Food
and Drug Administration of a draft of a
final notice or regulation or Its preamble

.s required with a person outside the Ex-
ecutive Branch of the Federal Govern-
ment, appropriate protective procedures
will be undertaken to make certain that
a full and impartial administrative rec-
ord is established. Such procedures may
include:

(I) The scheduling of an open publio
meeting conducted pursuant -t § 2.15 (b)
at which any interested person may par-
ticlpate in review of and comment on the
draft document.

ii) The preparation of a tentative
final regulation or tentative revised final
regulation pursuant to § 2.10(f) (9), on
which all interested persons will be given
an additional period of time for oral and
written comment.

(e) After a final regulation is pub-
lished in the FEDERAL REGISTER, a repre-
sentative of the Food and Drug Admin-
istratioi may discuss any aspect of It
with any interested person.

(f) In addition to the requirementW
of this section, the provisions of § 2.13
shall apply to the promulgation of any
regulation subject to the provisions of
§ 2.12 and Subpart B of this Part.

(g) A draft of a final food additive,
color additive, or new animal drug regu-
lation or a proposed or final antibiotic
regulation may be furnished to the peti-
tioner for comment on the technical
accuracy of such regulation. Every meet-
ing with a petitioner relating to such a
draft shall be recorded in a written
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memorandum, and all such memoranda
and correspondenbe shall be filed with
the Hearing Clerk as part of the ad-
minisative record of the regulation,
pursuant to the provisions of § 2.15.

(h) Pursuant to 42 U.S.C. 263f, the
Commissioner is required to consult with
interested persons in the development
of, and with the Technical Electronic
Product Radiation 'Safety Standards
Committee (TEPRSSC) before prescrib-
ing, any performance standard for an
electronic product. Accordingly, the
Commissioner shall publish in the FED-
EIX REGISTER an announcement when a
proposed or final performance standard,
including any amendment thereof,- is

- being considered for an electronic prod-
uct, and thereafter any draft of any
such document shall be furnished to any
interested person upon request and may
be discussed in detail with any interested
person at any time.

(i) The provisions of § 2.15 shall apply
to meetings and correspondence relating
to draft FDERAL REGISTER notices and
regulations.

Wi) The provisions of this section re-
stricting discussion and disclosure of
draft FEDERAL REGISTER notices and reg-
ulations shall not apply to those situa-
tions-covered by §§ 4.83 through 4.89 of
this chapter..

§ 2.19 Advisory opinions.
(a) Any person may request an ad-

visory opinion from the Commissioner
with respect to any matter of general
applicability in which he Is interested.

(1) Such request shall be granted
whenever feasible.

(2) Such request may be denied if any
of the following apply:

(i) The request contains incomplete
information on which to base an in-
formed advisory opinion.

(il) The Commissioner concludes that
in advisory opinion cannot reasonably
be given on the matter involved.

(iiI) The matter is adequately covered
by a prior advisory opinion or a regu-
lation. -

(iv) The request covers a particular
product or ingredient or label and does
not raise a policy issue of broad appli-
cability.

(v) The Commissioner otherwise con-
eludes, in his discretion, that an advisory
opinion would not be in the public
interest.

(b) A request for an advisqry opinion
shall be submitted in accordance -vlth
§ 2.5, shall be subject to the provisions
of § 2.7(c) through (1), and shall be In
the following form:

(Date)

Hearing Clerk, Food and Drug Administra-
tion, Department of Health, Education,
and Welfare, Rm. 4-65, 5600 Fishers Lane,.
Rockville, MAD 20852

REQUEST FOR ADVIsORY OPinioX

The undersigned submits -this request for
an advisory opinion of the Commissioner of
Food and Drugs with respect to ---------
(the general nature of the matter involved).

A. Issues Involved.

(A concise statement of the issues and
questions on which an opinion Is requested.)

B. Statement of Facts and Law.
(A full statement of all 'facts and legal

points relevant to the request.)
The undersigned certifies that, to the best

of his knowledge and belief, this request in-
cludes all data, information, and vlew rele-
vant to the matter, whether favorable or un-
favorable to the position of the undersigned.
which is the subject of the request.

Very truly yours,

(Signature)

(Person making
request)

(Lialling address)

(Telephone number)

* (6) The Commissioner may in his dis-
cretion, handle any oral or written re-
quest to the agency as a request for an
advisory opinion, in which case the re-
quest shall be ilied with the Hearing
Clerk and shall be subject to the provi-
sions of this section.

(d) Any statement of policy or inter-
pretation made in any of the following
documents shall constitute an advisory
opinion:

(1) Any portion of a FEDMM REGISTRr
notice other than a proposed or final
regulation, e.g., -a notice to manufac-
turers or a preamble to a proposed or
final regulation.

(2) Trade Correspondence (TC) Nos.
1-431 and 1A-8A issued by the Food and
Drug Administration between 1938 and
1946.

(3) Compliance Policy Guides issued
by the Food and Drug Administration
beginning in 1968 and codified in the
Compliance Policy Guides manual.

(4) Other documents specifically Iden-
tilled as advisory opinions, e.g., advisory;
opinions on the performance standard
for diagnostic x-ray systems, issued prior
to July 1, 1975, and filed in a permanent
public file for such prior advisory opin-
ions maintained in the Public Records
and Documents Center.

(5) Guidelines issued by the Food and
Drug Administration pursuant to § 2,20
(b).

(e) An advisory opinion represents the
formal position of the Food and Drug
Administration on the matter involved,
and except as provided in paragraph (f)
of this section obligates the agency to fol-
low it until It is amended or revoked. The
Commissioner shall not recommend legal
action against any person or product
with respect to any action taken in con-
formity with an advisory opinion which
has not been amended or revoked.

(f) In unusual situations involving an
immediate and significant danger to
health, the Commissioner may take ap-
propriate civil enforcement action con-
trary to an advisory opinion issued pur-
suant to this section prior to amending
or revoking such advisory opinion as pro-
vided in paragraph (g) of this section.
Such action shall be taken only with the
approval of the Commissioner, which
may not be delegated. Appropriate
amendment or revocation of the advisory
opinion involved shall be enpedited.

(g) An advisory opinion may be
amended or revoked at any time after it
has been issued. Notice of such amend-
ment or revocation shall be given in the
same manner in which notice was orig-
inally given of the advisory opinion or
in the FEDEmAL REGISTER, and in any
event Shall be placed on public display
as part of the file on the matter in the
office of the Hearing Clerk.

(h) Action undertaken or completed
in conformity with an advisory opin-
Ion Issued pursuant to this paragraph
which has subsequently been amended or
revoked shall remain acceptable to the
Food and Drug Administration unless the
Commissioner determines that substan-
tial public interest considerations pre-
clude such continued acceptance. When-
ever possible, an amended or revoked ad-
visory opinion shall state when it has
been determined that action previously
undertaken or completed in conformity
with a prior advisory opinion does not
remain acceptable, and any transition
period that may be applicable.

(I) Any Interested person may submit
written comments on an advisory opin-
ion or modified advisory obinion. Three
copies of any commnents shall be sent to
the Hearing Clerk for Inclusion in the
public file on the advisory opinion. Such
comments shall be considered in deter-
mining whether further modification of
an advisory opinion is warranted. •

(J) An advisory opinion may beused in
administrative or court proceedings to
illustrate acceptable and unacceptable
procedures or standards, but not as a
legal requirement.

(k) A statement made or advice pro-
vided by an employee of the Food and
Drug Administration shall constitute an
advisory opinion only it it is issued in
writing pursuant to this section. A state-
ment or advice given by a Food and Drug
Administration employee orally, or given
In writing but not pursuant to this sec-
tion or § 2.20, is an informal communi-
cation that represents the best informa-
tion and opinion available to that em-
ployee at that time but does not con-
stitute an advisory opinion, does not
necessarily represent the formal position
of the Food and Drug Administration,
and thus does not bind or ottLerwse ob-
ligate or commit the agency to the views
expressed.
§ 2.20 Food and Drug Administration.

regulations, guidelines, recommenda-
ties, and agreements.

(a) Regulatfons. All Food and Drug
Administration regulations having gen-
eral applicability and legal effect shall
be promulgated in the FREAL RcrsTra
pursuant to § 2.10 or § 2.12 and codifled
In the Code of Federal Regulations.
Regulations may contain provisions
which will be enforced as legal require-
ments, or which are intended only as
guidelines and recommendations, or both.
The dissemination of draft notices and
regulations shall be subject to the pro-
visions of § 2.17.

•b) Guldeines. All Food and DrugAd-
ministration guidelines having general
applicability shall be ncluded In the
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public file of guidelines established by
the Hearing Clerk, pursuant to this para-
graph, .unless they have been published
in the FEDERAL REGISTER as regulations
pursuant to paragraph (a) of this sec-
tion.

(1) Guidelines establish principles or
practices of general applicability and do
not include decisions or advice limited
to particufar situations. Guidelines re-
late to such matters as performance
characteristics, preclinical and clinical
test procedures, manufacturing prac-
tices, product standards, scientific pro-
tocols, compliance criteria, ingredient
specifications, labeling, or other tech-
nical or policy criteria. Guidelines state
procedures or standards of'general ap-
plicability which are not legal require-
ments but which are acceptable to the
Food and Drug Administration for a sub-
ject matter which falls within the laws
administered by the Commissioner, e.g.,
a protocol for a particular type of animal
toxicity test or human clinical trial.

(i) A person may rely upon a guideline
with assurance that it is acceptable to
the Food and Drug Administration, or
may follow -different procedures or
'standards. Where a person chooses to
use different procedures or standard*, he
may, but is in no instance required to,
discuss the matter in advance with the
Food and Drug Administration to pre-
vent -the expenditure of money and ef-
fort on activity that may later be deter-
mined to be unacceptable.

(ii) Use of testing guidelbles estab-
lished by the Food and Drug Adminis-
tration assures acceptance of a test as
scientifically valid, if properly con-
ducted, but does not assure approval of
any ingredient or product so tested. The
results of any such test or other available
information may require disapproval or
that additional testing be undertaken.

(2) A guideline represents the formal
position of the Food and Drug Adminis-
trationi on the matter involved, and ex-
cept as provided in paragraph (b) (3) of
this section obligates the agency to fol-
low It until it is amended or revoked.
The Commissioner shall not recommend
legal action against any person or prod-
uct with respect to any action taken In
conformity with a guideline issued pur-
suant to this section that has not been
amended or revoked.

(3) In unusual situations involving an
Immediate and significant danger to
health, the Commissioner may take ap-
propriate civil enforcement action con-
trary to a guideline issued pursuant to
paragraph (b) of this section, prior to
amending or revoking such guideline as
provided in paragraph (b) (5) of this
section. Such action shall be taken only
with the approval of the Commissioner,
which may not be delegated. Appropri-
ate amendment or revocation of the
guideline involved shall be expedited.

(4) A guideline shall be included in
the public file upon approval of the
guideline by the relevant bureau direc-
tor and publication by the Commissioner
in the FEDERAL REGISTER of a notice of
its availability. The notice shall state (I)

L the title of the guideline, (i) the subject

matter it covers, and (i) the office or
individual responsible for maintaining
the guideline.

(5) A guideline may be amended or re-
voked upon approval of the amended
guideline or revocation of the guideline
by the relevant bureau director and
publication by the Commissioner in the
FEDERAL REGISTER Of a notice of such
amendment or revocation. The notice
shall state (i) the title of the guideline,
(ii) the subject matter it covers, and
(iii) the Office or individual responsible
for maintaining the guideline. All origi-
nal guidelines and subsequent amend-
ments shall be retained in the public file
on a permanent basis so that a complete
record of the development of each guide-
line remains available.

-(6) Action undertaken or completed
in conformity with a guideline issued
pursuant to paragraph (b) of this sec-
tion which has subsequently been-
amended or revoked shall remain ac-
ceptable to the Food and Drug Admin-
istration unless the Commissioner de-
termines that substantial public inter-
est considerations preclude such con-
tinued acceptance. Such determination
may be made at the time of or subse-
quent to amendment or revocation of the
guideline. Whenever possible, the notice
of an amended or revoked guideline pub-
lished pursuant to paragraph (b) (3) of
this section shall state when it has been
determined that action previously under-
taken or completed in conformity with a
prioi, guideline does not'remain accept-
able, and any transition period that may
be applicable.

(7) The notice of a guideline or
amended or revoked guideline published
pursuant to paragraph (b) (2) or (3)
of this section siall state that any in-
terested person may submit written com-
ments on the guideline or amended
guideline. Two copies of any comments
shall be sent to the Public Records and
Documents Center for inclusion in the
-public file on the guideline and two cop-
ies shall be sent to the office or individual
designated in the notice as responsible
for maintaiffing the guideline. Such com-
ments shall be considered in determining
whether further amendments to or re-
institution of a guideline are warranted.

(8) A guideline may be used In admin-
istrative or court proceedings to illustrate
acceptable and unacceptable procedures
or standards, but not as establishing a
legal requirement.

(9) A statement relating to acceptable
procedures or standards given by a Food
and Drug Administration employee
orally, or in writing but not pursuant to
§'2.19 -or this section, is an informal
communication that represents the best
information and opinion available to that
employee at that time but does not con-
stitute a guideline, does not necessarily
represent the formal position of the Food
and Drug Administration, and thus does
not bind or otherwise obligate the agency
to the views expressed.

(10) Because of the large number of
analytical methods involved in Food and
Drug Administration activities, their
length and complexity, and the volume
and frequency of amendment, the provi-

sions of this paragraph shall not apply
to such material except to the extent that
the Commissioner concludes, in his dis-
cretion, that particular analytical meth-
ods should be included in the public file
for a particular purpose, Food and Drug
Administration analytical methods are
available for public disclosure pursuant
to the provisions of Part 4 of this chapter.

(11) The dissemination of draft guide-
lines shall be subject -to the same provi-
sions as the dissemination of draft no-
tices and regulations pursuant to § 2.18.

(c) .Recommendations. In addition to
the guidelines subject to paragraph (b)
of this section, the Food and Drug Ad-
ministration often formulates and dis-
seminates recommendations about mat-
ters which are authorized by, but do not
involve direct regulatory action under,
the laws administered by the Commis-
sioner, e.g., model state and local ordi-
nances, or personnel practices for reduc-
ing radiation exposure, Issued pursuant
to 42 U.S.C. 243 and 263d(b). Such rec-
ommendations may, In the discretion of
the Commissioner, be handled pursuant
to the procedures established In para-
graph (b) of this section, except that
such recommendations shall be included
in a separate public file of recommenda-
tions established by the Public Records
and Documents Center and shall be sep-
arated from the guidelines n the notice
of availability published In the FCDERAL
REGISTER, or be published In the FEDERAL
REGISTER as regulations pursuant to
paragraph (a) of this section.

(d) Agreements. All formal agree-
ments, memoranda of understanding, or
other similar written documents exe-
cuted by the Food and Drug Administra-
tion and another person shall be Included
in the public file on agreements estab-
lished by the Public Records and Docu-
ments Center pursuant to § 4.108 of this
chapter. Any such document notIncluded
in the public file shall be deemed to be
rescinded and shall have no force or
effect whatever.
§ 2.21 Participation in outside standard-

setting activities.
(a) General. This section applies to

participation by Food and Drug Admin-
Istration employees In any standard-
setting activities outside the Food and
Drug Administration. Standard-setting
activities include such matters as tho
development of performance character-
istics, testing methodology, manufactur-
Ing practices, product standards, scien-
tific protocols, compliance criteria, in-
gredient specifications, labeling, or other
technical or policy criteria. The Food
and Drug Administration encourages
employee participation in outside stand-
ard-setting activities that are In the pub-
lic interest.

(b) Standard-setting activities by
other Federal government ageneces. (1)
Any Food and Drug Administration em-
ployee may participate In such activities
after the approval by the appropriate
bureau director or the Commissioner of
Form PHS-3763 "Requdst for approval
of appointment as liaison representa-
tive." -
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(2) The Form PHS-3763 and all per-
_tinent background information describ-
ing such activities shall be included in
the public file on staidard-setting activ-
ities established in the Public Records
and Documents Center.

(3) If any members of the public are
invited by the Food and Drug Adminis-
tration to present views to, or to accom-
pany, the Food and Drug Adminira-
tionlemployee at -any meeting, such invi-

-- tations shall be extended to a representa-
tive sampling of the public, including-
consumer groups,- industry associations,
professional societies, and academic
institutions.

(4) A Food and Drug Administration
employee appointed as the liaison repre-
sentative to such an activity shall refer
all requests for information about or par-
ticipation in the activity involved to the
group or organization -responsible for
such activity.

(c) Standard-setting aqtivities by
State and local government agencies and
by United Nations organizations and
other international organizations and
'foreign governments pursuant to treaty.
(1) Any Food and Drug Administration
etnployee may participate in such activi-
ties after the approval by the appropri-
ate bureau directof or the Commissioner
of Form PHS-3763.

(2) The Form PHS-3763 and all perti-
nent background information describing
such activities shall be included n the
public fie on standard-setting activities
established in the Public Records and
Documents Center.
_ (3) The availability for public disclos-

ure of records relating to such activities
shall be governed by the regulations In
Part 4 of this chapter.

(4) If any members of the public are
invited by the Food and Drug Adminis-
tration to present views to, or to accom-
pany, the Food and Drug Administration
employee at any meeting, such Invita-
tions shall be extended to a representa-
tive sampling of the public, including
consumer groups, industry association,
professional societies, and academic
institutions.

(5) A Food and Drug Administration
employee appointed as the liaison repre-
sentative to such an activity shall refer
all requests for information about or par-
ticipation in the activity involved to the
group or organization responsible for
such activity.

(d) Standard-setting activities by pH-
vate groups and organizations. (1) Any
Food and'Drug Administration employee
may engage in such activities after the
approval by the appropriate bureau di-
rector or the Commissioner of Form
PES-3763. A requestfor such official par-
ticipation shall be made by the group or

. organization in writing, shall describe the
scope of the activity involved, and shall
demonstrate that 'the minimum stand-
ards set out in paragraph (d) (5) of this
section are met by the activity involved.
Except as provided in paragraph (d) (7)
of this section, any such request that is
granted shall be the subject of a lettdr
from the Commissioner or the bureau
director to the organization stating:

PROPOSED RULES

(I) Whether participation by the Indi-
vidual will be as a voting or nonvoting
liaison representative.

(ii) That participation by the Indi-
vidual shall not conote Food and Drug
Administration agreement with, or en-
dorsement of, any decisions reached.

(iII) That participation by the individ-
ual disqualifies hini from serving as the
deciding official on the standard Involved
if It should later come before the Food
and Drug Administration. The "deciding
official" is the person who signs a docu-
ment ruling upon such standard.

(2) The letter requesting official Food
and Drug Administration participation,
the Form PHS-3763, and the Commis-
sioner's or bureau director's letter, to-
gether with all pertinent background In-
formation describing the activities in-
volved, shall be included n the public
file on standard-setting activities estab-
lished n the Public Records and Docu-
ments Center.

(3) The availability for public disclos-
ure of records relating to such activities
shall be governed by the regulations in
Part 4 of this chapter.

(4) A Food and Drug Administrallon
employee appointed as the liaison repre-
sentative to such an activity shall refer
all requests for information about or par-
ticipation in the activity involved to the
group or organization responsible for
such activity.

(5) The following minimum standards
shall apply to all outsde private stand-
ard-setting activities in which Food and
Drug Administration employees partial-
pate.

(I) The activities shall be based upon
consideration of sound scientific and
technological Information, shall permit
revision on the basis of new information,
and shall be designed to protect the pub-
lic against unsafe, ineffective, or decep-
tive products or practices.

(l) The activities and resulting stand-
ards shall not be designed for the eco-
nomic benefit of any company, group, or
organization, shall not be used as devices
for such antitrust violations as fixing
prices or hindering competition, and
shall not involve establishment of cer-
tification or specific approval of indi-
vidual products or services.

(Iii) The group or organization re-
sponsible for the standard-setting ac-
tivities shall have a procedtre through
which any interested person shall have
an opportunity to provide information
and views on the activities and standards
involved, without the payment of fees,
and such Information and views shall
be considered. The manner In which this
is accomplished, including whether such
presentation shall be in person or n wrlt-
ing, shall.be decided by the group or
organization responsible for the activi-
ties.

(6) Membership of a Food and Drug
Administration employee in an organiza-
tion that also conducts standard-setting
activities does not invoke the provisions
of this paragraph unless the employee
participates In such standard-setting ac-
tivities. Participation n any standard-
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setting activity shall be subject to the
provisions of this paragraph.

(7) The Commissioner may determine
in writing that, because direct involve-
ment by the Food and Drug Administra-
tion in a particular standard-setting
activity is n the public interest and will
promote the objectives of the act and
the agency, such participation shall be
exempt from the requirements set forth
In paragraph (d) (1) (ii) and/or (ii) of
this section. Any such determination
shall be included n the public file on
standard-setting activities established
by the Public Records and Documents
Center and In any relevant administra-
tive file. Such activities may include the
establishment and validation of nali-
cal methods for regulatory use, drafting
uniform laws and regulations, and the
development of recommendations con-
ceming public health and preventive
medicine practices by national and In-
ternational organizations.

(8) Because of the close daily coopera-
tion between the Food and Drug Admin-
istration and the associations of State
and local government officials listed be-
low, and the large number of agency
employees who are members of or work
with these associations, such participa-
tion In the activities of these associa-
tions shall be exempt from the provi-
sions of paragraphs (d) (1) through (d)
(7) of this section. except that a list of
all committees and other groups of these
associations shall be included In the pub-
lie file on standard-setting activities
established In the Public Records and
Documents Center:

U) Association of Food and Drug
Officials.

(i) Internatonal'Association of Milk
Food and Environmental Sanitarlans,
Inc.

(UI) Conference of Radiation Control
Program Directors.

(iv) Association of American Feed
Control Officials, Inc.

(v) National Environmental Health
Association.

(vi) National tonference on Weights
and Measures.

(vii) American Public Health Associ-
ation.

(viii) Conference of State Sanitary
Engineers.

(x) National Conference on Inter-
state Milk Shipments.

(x) National Shellfish Sanitation
Program.

xd) Intersiate Seafood Seminar.
(xW) Association of Official Analytical

Chemists.

§2.22 Pubic cnlcndars.
(a) Prospmective publie calendar of

public proceedings. (1) A public calendar
shall be prepared and made publicly
available each week showing,,to the ex-
tent feasible, for the following 4 weeks
all public meetings, public conferences,
public hearings, public advisory commit-
tee meetings, public seminars, and other
public proceedings of the Food and Drug
Administration, and other significant
public events Involving the Food and
Drug Administration, e.g., congressional
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hearings and trial or argument of court
cases.

(2) A copy of this public calendar
shall be placed on public display in the
following places:

(1) Office of the Hearing Clerk.
(i) Office of the Assistant Commis-

sioner for Public Affairs.
(ii) A central place in each-bureau.
(v) A central place in each field office.
(v) A central place at the National

Center for Toxicological Research.
(b) Retrospective public calendar o!

meetings. (1) A public calendar shall be
prepared and made. publicly available
each week showing for the previous week
all meetings with persons outside the
Federal government and other signifi-
cant events involving the representatives
of the Food and Drug Administration
designated under paragraph (b) (3) of
this section, except that telephone con-
versations shall be included on an
optional basis .and meetings with the
working press and with on-site
contractors shall not be included.

(2) Such calendar shall include all
meetings, conferences, seminars, social
events sponsored by the, regulated in-
dustry, and speeches. The calendar shall
specify the date, the personinvolved,'and
the subject matter involved. Where more
than one Food and Drug Administration
representative is in attendance, only the
presiding or head representative shall re-
pot the meeting on the public calendar.
If a large number of persons are in-
volved, the name of each need not be
specified. Meetings the existence of which
would prejudice law enforcement activi-
ties (e.g., a meeting with an informant)
or Invade privacy (e.g., a meeting with a
candidate for possible employment in the
Food and Drug Administration) shall not
be reported. -

(3) The followlng Food and Drug Ad-
ministration representatives and their
deputies shall be subject to the require-
ments of paragraphs (b) (1) and (2) of
this section:

(i) Commissioner of Food and Drugs.
(i) Deputy Commissioner..
(iii) Associate Commissioners.
(iv) Assistant Commissioners.
(v) Executive Director for Regional

Operations.
(vi) Director, Office of Legislative

Services.
(vii) Director, National Center for

Toxicological Research.
(viii) Bureau Directors.
(ix) Chief Counsel for the Food and

Drug Administration.
(4) A copy of this public calendar shall

be placed on public display in the fol-
lowing places:

(I) Office of the Hearing Clerk.
(ii) Office of the Assistant Commis-

sioner for Public Affairs.
(III) A central place in each bureau.
(iv) A central place in each field office.
(v) A central place at the National

Center for Toxicological Research.

§ 2.23 Representation by an organiza.

.' (a) An organization may represent its
.members by Ming petitions, comments,
'-and objections, and otherwise participat-

ing In any administrative proceeding
subject to this Part.

(b) "Any such petitions, comments, ob-
jections, or other representation by a
trade association shall be on behalf of its
members and shall constitute a repre-
sentation on behalf of each member of
the trade association, except those spe-
cifically excluded by name in any such
submission.

(1) Every petition, comment, obJection,
or other representation by a trade asso-
ciation in an administrative proceeding
shall have attached thereto a current list
of all of the members of such trade asso-
ciation, or shall refer to such a list that
is placed on permanent file with the

-Hearing Clerk and is kept current by the
trade association.

(2) The filing by a trade association
of an objection or request for hearing
pursuant to §§ 2.110 through 2.112 shall
not provide to any member any legal
right with respect to such objection or
request for hearing that the member may
exercise in its own name. All subsequent
action by the trade association with re-
spect to such objection or request for
hearing shall bind each member except
to the extent that any member independ-
ently files its own objection or request
for hearing.

(c) In any court proceeding in which
an organization participates, the Com-
missioner will take appropriate legal
measures to have the case brought or
considered as a class action or otherwise
as binding upon all mmbers of the orga-
nization except those specifically ex-*
eluded by name for the reason that the
organization does not represent their
views. Regardless whether the case is
brought or considered as a class action
or as otherwise binding upon all members
of the organization except those specifi-
cally excluded by name, the Commis-
sioner will take the position in any sub-
sequent- suit involving the same issues
and any member of the organization that
'such issues are precluded from further
litigation by such member pursuant to
the doctrines of collateral estoppel or res
judicata.
§ 2.24 Settlement proposals.

At any" time in the course of any
proceeding subject to this Part, any per-
son may propose settlement of any of the
issues involved. All participants in any
proceeding shall have an opportunity
to consider any proposed settlement. Un-
accepted proposals of settlement and re-
lated matters, e.g., proposed stipulations
not agreed to, shall not be admissible in
evidence in any administrative proceed-
ing of the Food and Drug Administra-
tion. The Food and Drug Administration
will oppose the admission in eidence of
any such Information in any court
proceeding or in any other administra-
tive proceeding.
§ 2.25 Waiver, suspension, or modifica-

tion of procedural requirements.

The Commissioner or the presiding offi-
cer, with respect to matters pending
before him,,may on his own initiative or
at the request of any participant waive,
suspend, or modify any provision in Sub-

parts B through F of this Part applicable
to the conduct of a public hearing by an-
nouncement at the hearing or by notice
in advance of the hearing, if hq deter-
mines that no participant will be prej-
udiced, the ends of Justice will thereby
be served, and such action Is in accord-
ance with law.

Subpart B--Formal Evidontlary Public
Hearings

§ 2.100 Scope of subpart.
Subpart B governs the proeddures ap-

plicable whenever any of' the following
applies:

(a) A person has a right to an oppor-
.tunity for a hearing under the provisions
of the laws administered by the Commis-
sioner specified in § 2.12(c).

(b) The Commissioner concludes, ift
his discretion, that It would be In the
public interest to hold a formal evidenti-
ary public hearing on any matter, or
class of matters, of importance pending
before the Food and Drug Administra-
tion.

urnATIxoN or PROCEnDMOS,
§ 2.110 Initiation of a formal evilden.

tiary public hearing involving the,
issuance, amendment, or revocation
of a regulation.

(a) An administrative proceeding In
which there is an opportunity for a
formal evidentiary public hearing pursu-
ant to sections 409 (f), 502(n), 507(f), 512
(n) (5), 701(e), or 706(d) of the act or
sections 4 or 5 of the Fair Packaging and
Labeling Act involving the Issuance,
amedment, or revocation of a regula-
tion shall be Initiated:
(1) By the Commissioner on his own

initiative, e.g., as provided in § 121.72 for
food additives, or

(2) By a petition from an interested
person:

(1) In the form specified In other ap-
plicable sections In this chapter, e.g., the
form for a color additive petition In
§ 8.4 of this chapter or the form for an
antibiotic petition In § 431.50 of this
chapter, or

(i) If no form Is specified In other ap-
plicable sections of this chapter, In the
form specified In § 2.7.
(b) Upon receiving a petition sub-

mitted pursuant to paragraph (a) (2) of
this section, the Commissioner shall:
(1) If it Involves any matter subject

to section 701(e) of the act or sections 4
or 5 of the Fair Packaging and Label-
ing Act, and meets the requirements for
filing, follow the provisions of § 2.10 (b)
through (f).

(2) If it relates to a color additive or
food additive, and the petition meets
the requirements for filing In §§ 8.4, 8.5,
and 121.51 through 121.53 of this chap-
ter, publish a notice of filing of the peti-
tion In the FMERAL REGISTER within 30
dais after the petition Is filed in lieu of
a notice of proposed rule making.

(c) The Commissioner may Issue,
amend, or revoke an antibiotic regula-
tion without the requirements of notice
and'public procedure in § 2.10(b) or de-
layed effective date In 1 2.10(c) (4) on his
own initiative or as a result of a petition
containing the 'required evidence of
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safety and effectiveness when the regu-
lation is technical in nature, interested
persons have been consulted, and there
are no significant points of controversy,
6r when the regulation imposes safety
requirements which the Commissioner
concludes are important for the public
health.

(d) The notice published in the FM-
Ensx REGISTER promulgating the regula-
tion shall state the time, place, and
method for adversely affected persons to
submit objections and requests for hear-
ing, and that objections and requests for
hearing shall be submitted in accordance
with the requirements of this Part.

(e) On or before the 30th day after
the dafe of the publication in the FzD-
ERAL REGiSTER of a final regulation, or of
a notice withdrawing a proposal initiated
by a petition pursuant to § 2.6(a), sub-
ject to this section, any person who
would be adversely affected if such regu-
lation were placed in effect may submit
written objections thereto to the Com-
missioner and may make a written re-
quest for a formal evidentiary public
hearing on the stated objections. This
30-day period shall not be extended by
the Commissioner. In the case of any
petition or proposal to issue, amend, or
repeal a color additive regulation after
publication of the final regulation, if re-
fIrral of such petition or proposal is
made to an advisory committee in ac-
cordance with section 706(b) (5) (C) of
the .act, written objections and requests
for a hearing may be submitted on or
before-the 30th day after the date on
which the Commissioner publishes his
order confirming or modifying his previ-
ous order.

§ 2.111 Initiation of a formal eviden-
tiary public hearing involving the
issuance, amendment, or revocation
of an order.

(a) An administrative proceeding in
which there is an opportunity for a
formal. evidentiary public hearing pur-
suant to-sections 505 (d) or (e), 512 (d),
(e), tn)m(3), or (m)(4) of the act, or
section 351(a) of the Public Health Serv-
ice Act, involving the issuance, amend-
ment, or revocation of an order shnl be
initiated:

(1) By the Commissioner on his own
initiative, or

(2) By a petition submitted in the
form specified in other applicable sec-
tions in this chapter, e.g., § 314.1(c) for
new drug applications, § 514.1 for new
animal drug applications, § 514.2 for ap-
plications for animal feeds, or § 601.3 for
licenses for biologic products, or

(3) By a petition from an interested
person in the form specified in § 2.7.

(b) A notice of opportunity for hear-
ing bn any proposal to deny or revoke
approval of an order orany part thereof

be publishedin the FE E EA, RG-
mr together with an explanation of
the grounds for the proposed action. The
notice of opportunity for hearing shall
state the time, placb, and method for
adversely affected persons to submit re-
quests for hearing, and that requests for
hearing shall be submitted In accordance

with the requirements of this Part. The
applicant for or holder of the approval
or license that Is the subject of the order
in question and all other persons subject
,to the notice shall have 30 days after
issuance of the notice within which to
request a hearing on the-Proposed action
pursuant to the provisions of §§ 314.200,
514.200, and 601.7(a) of this chapter.
This 30-day period shall not be extended
by.the Commissioner.

Cc) In considering the issuance,
amendment, or revocation of an order,
the Commissloner may use any applica-
ble optional procedure specified in § 2.7
(g).
§ 2.112 Filing objections and requests

for a hearing on a. regulation or
order.

(a) Objections to agency action and
requests for a hearing submitted pur-
suant to § 2-110(d) shall be submitted
to the Hearing Clerk and shall be ac-
cepted for filing if they comply with all
of the following conditions:

(1) Objections and requests for ahear-
ing shall be submitted on or before the
day specified In § 2.110(d).

(2) Each objection to a specifIc provl-
sion of the CommLssoner's remlation or
proposed order shall be separately nium-
bered.
- (3) Each numbered objection shall
specify with particularity the provision
of the regulation or proposed order to
which objection is made.

(4- Each numbered objection on which
a hearing is requested shall specifically
so state. The failure to request a hear-
ing for any particular objection shall
constitute a waiver of the right to a
hearing on that objection.

(5) Each numbered objection for
which a hearing is requested shall in-
clude a detailed description and analysis
of the specific factual information in-
tended to be presented in support of the
objection in the event that a hearing
is held. The failure to include such de-
scription and analysis for any particu-
lar objection shall constitute a waiver of
the right to a hearing on that objection,
but such description and analysis shall
be used only for the purpose of deter-
mining whether a hearing has been Jus-
tifed pursuant to § 2.113 and shall not

limit the evidence that may be presented
if a hearing Is granted.

(W A copy of any report, article, sur-
vey, or other written document relied
upon shall be submitted.

(it) A summary of the nondocumen-
tary testimony to be presented by any
witnesses relied upon shall be submitted.

(b) Requests for hearing submitted
pursuant to § 2.111(b) shalbe submitted
to the Hearing Clerk and -shall be ac-
cepted for filing If they comply with all
of the following conditions:

(1) Requests for hearing shall be sub-
mitted on or before the 30th day after
the date of publication of the notice of
opportunity for hearing In the ForaRA
RECMsTER.

(2) Requests for hearing shall comply
with the requirements specified In
§§ 314.200, 514.200, and 601.7(a) of this
chapter.

(c) Any objection or request for a
public hearing which meets the require-
ments of this section shall be filed by the
Hearing Clerk in the relevant docket file.
If an objection or request for a public
hiearing falls to meet the requirements
of this section and the deficiency becomes
Imown to the Hearing Clerk, the Hear-
ing Clerk shall return it with a copy of
the applicable regulations, indicating
those provisions not complied with. A
deficient objection or request for a hear-
Ing may be supplemented and sub-
sequently filed f submitted within the
30-day time period specified in § 2.110 (d)
or §2.111(b).

d) If an objection to a regulation is-,
sued pursuant to a petition submitted
pursuant to §2110(a) (2) is submitted
by a person other than the petitioner and
is filed by the Hearing Clerk, the peti-
tioner may submit a written reply
thereto to the Hearing Clerk.
§ 2.113 Ruling on objections am re-

quests for hearing.
(a) As promptly as s feasible the Com-

missioner shall review all objections and
requests for hearing filed pursuant -to
§ 2112 and shall determine:

(1) 'Whether any of the objections or
requests for hearing filed justify mod-
ification or revocation of the regulation
or order involved pursuant to § 2.114

(2) If a formal evdentiary public
hearing has been requested, whether it
has been Justified as required by this
section.

(3) If a public hearing has been re-
quested before a Public Board of Inquir
pursuant to Subpart C of this Part, or
before a public advisory committee pur-
suant to Subpart D of this Part, or be-
fore the Commi oner pursuant to Sub-
part E of this Part, whether it has been
Justified.

(b) A request for a formal evidentlary
public hearing shall be granted on a mat-
ter involving the issuance, amendment,
or revocation of a regulation or order if,
based upon the data, information, and
views contained in his objection and re-
quest for hearing, a person has shown
that all of the following are true:

(a) 'here is a genuine and substantial
Issue of fact for resolution at a hearing.
A hearing will not be granted on issues of
policy or law.

(2) The factual Issue Is capable of
being resolved by available and specifi-
cally Identified reliable evidence. A hear-
ing will not be granted on the basis of
mere allegations or denials or general
descriptions of positions and contentions.

(3) The data and information Identi-
fled in the objection and request for
hearing, If established at a hearing,
would be adequate to justify resolution
of the factual issue in the way sought by
the person. A hearing will be denied if
the Commloner concludes that, even
assuming the truth and accuracy of all
of the data and information submitted
in support of the objection and request
for hearing, they are insufficient to jus-
tify the factual determination urged.

(4) Resolution of the factual issue In.
the way sought by the person is adequate
to justify the action requested. A hearingJ
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will not be granted on -factual issues
that are not determinative or controlling
with respect to the action requested, e.g.,
when the Commissioner concludes that
his action would be the same even if the
factual issue were resolved In the way
sought, or in the case of a request that a
final regulation include a provision not
reasonably encompassed within the pro-
posal. A hearing will be granted upon
proper objection and request for hearing
when a food standard or other regulation
Is shown to have the effect of excluding
or otherwise affecting a product or in-
gredient, but not when such standard or
regulation does not have such an effect.

(5) The action requested is not on its
face inconsistent with or in violation of
any provision in the act or any regula-
tion in this chapter particularizing stat-
utory standards. The proper procedure
in such circumstances is for the person
requesting the hearing to petition for an
amendment or waiver of the regulation
involved, e.g., a hearing will be denied
with respect to withdrawal of approval
of a new drug application which is not
in compliance with an applicable OTC
drug monograph promulgated pursuant
to the procedures established in Part 330
of this chapter or which is not supported
by evidence of effectiveness meeting the
requirements of §§ 314.111(a) (5) and
330.10 (a) (4) (ii) of this.chapter on the
ground that the procedure is to petition
for an amendment to the monograph
pursuant to § 330.10 (a) (11) of this chap-
ter or to obtain approval of a deviation
pursuant to § 330.11 of this chapter, or
to request a waiver of the requirements
for proof of effectiveness as provided
in §§ 314.111(a) (5) and 330.10(a) (4) (ii)
of this chapter.

(6) All of the conditions and require-
ments specified in other applicable pro-
visions of this chaptbr, e.g., §§ 2.5, 2.111,
2.112, 314.200, 430.20(b), 514.200, and
601.7(a), and in the notice promulgating
the final regulation or the notice of op-
portunity for hearing are fully met.

(c) In making his determination pur-
suant to paragraph (a) of this section,
the Commissioner may use any of the
optional procedures specified in § 2.7 (g)
and in other applicable provisions of this
chapter, e.g., §§ 314.200, 430.20(b),
514.200, and 601.7(a).

(d) Where a person files an objection
and request for hearing pursuant to
§§ 2.110 through 2.112 relating to a regu-
lation or order, it is uncertain whether a
hearing has been justified pursuant to
the principles established in paragraph
(b) of this section, and the Commissioner
concludes that summary decision against
the person requesting a hearing should
be considered, he may- serve upon such
person by registered mail a proposed
order denying a hearing. Such person
shall have 30 days after receipt of such
proposed order to demonstrate that the
submission justifies a hearing.
§ 2.114 Modification or revocation of

regulation or order.
If the Commissioner determines upon

review of an objection or request for
hearing filed pursuant to §§ 2.110 tlFrough
2.112 that the regulation or order In-

volved in the proceeding should properly
be modified or revoked, he shall promptly
issue a notice of such modification or rev-
ocation in the FEDERAL REGISTER, Further
objections or requests for hearing may
be submitted to such modification or rev-
-ocation, but not to any other provisions
in the regulation or order, pursuant to
§§.2.110 through 2.112.
§2.115 Denial of- formal evidentiary

public hearing in whole or in part.
If the Commissioner determines upon

review of the objections or requests for
hearingfiled pursuant to § 2.110 through
2.114 that a formal ,evdentiary public
hearing is not justified, in whole or in
part, he shall publish a notice of such
determination in the FEDERAL REGISTER.

(a) The notice shall state whether the
-hearing is denied in whole or in part. If
the hearing i denied in part, the notice
shall be combined with the notice of
hearing required by § 2.118, and shall
specify the objections and requests for
hearing which have been granted and
denied.

(1) Any determination denying a
hearing in whole or in part shall specify
in detail the reasons therefor. If such
determination rests upon an analysis of
the data and information submitted to
justify a hearing, the inadequacy of such
data and information submitted shall be
explained.

(2) The notice shall confirm or modify
of stay the effective date of the regula-
tion or order involved.

(b) The record of the admixilstrative
proceeding relating to denial of a public
hearing in whole or in part on any ob-
jection and request for hearing shall con-
sist of all of the following:

(1) If th6 proceeding involves the is-
suance, amendment, or revocation of a.
regulation:

(I) All of the documents specified in
§ 2.10(g).

(ii) All objections and requests for
hearing filed by the Hearing Clerk with
respect to such regulation pursuant to
§§ 2.110 and 2.112.

(iii) If it involves a color additive reg-
ulation which was referred to an advi-
sory committee in accordance with sec-
tion 706(b)(5)(C) of the act, the
complete administrative record of the
advisory committee proceedings and Its
report on the matter.

(iv) The notice denying a formal evi-
dentiary public hearing published in the
FEDERAL REGISTER.

(2) If the proceeding involves the Is-
suance, amendment, or revocation of an
order: I

(i) The notice of opportunity for
hearing.

(It) All requests for hearing filed by
the Hearing Clerk with respect to such
order pursuant to §§ 2.111 and 2.112 of
this chapter.

(Ill) The record, consisting of the.
transcripts, minutes of meetings, re-
ports,- FEDERAL REGISTER notices, and
other documents, resulting from any of
the optional procedures specified in
§ 2.113(c), except that it shall not in-
clude the transcript of -ny closed por-

tion of any public advisory committee
meeting.

(v) The notice denying a formal ovI-
dentiary public hearing published In the
FEDERAL REGISTER.

(c) The administrative record speci-
fied in paragraph (b) of this section shall
constitute the exclusive record for the
Commissioner's decision on denial of a
formal evidentiary public hearing In
whole or in part. The record of the
administrative proceeding shall be closed
as of the date of the Commissioner's
decision unless some other date for the
closing of the record Is specified by the
Commissioner. Thereafter any person
who requested and was denied a hearing
may submit a petition for reconsidera-
tion puisuant to § 2.8 and a petition for
stay of action pursuant to § 2.9, Any
person who wishes to rely upon data, In-
formation, or views not included In the
administrative record shall submit it to
the Commissioner with a new petition
to modify the final regulation or order
pursuant to § 2.6(a).

(d) Any determination denying a re-
quest for a formal evIdentlary public
hearing in whole or in part by any per-
son who has an opportunity for such a
hearing under the provisions of the laws
administered by the Commissioner spec-
ified in § 2.12 (c) constitutes final agency
action reviewable in the courts, pursuant
to the specific statutory provisions gov-
erning the matter involved, as of the
date of publication in the FEIERAL RLG-
ISTER of the denial of the public hearing
in whole or in part.

(1) Before requesting an order from
a court for relief pending review, any
person seeking Judicial review shall first
submit a petition for a stay of action
pursuant to § 2.9.

(2) The Food and Drug Administra-
tion will request consolidation in a single
court of all petitions for Judicial review
related to a particular matter pursuant
to 28 U.S.C. 2112(a).

(3) The time for filing a petition for
judicial review of a determination by the
Commissioner denying a public hearing
on a particular objection or Issue shall
begin as of the date of publication In
the FEDERAL REGISTER Of the Commis-
sioner's determination, The failure to file
such a petition within the period estab-
lished In the specific statutory provi-
sions governing the matter Involved shall
constitute a waiver of the right to judi-
cial review of that objection or Issue at
any later time, regardless whether a
hearing has been granted on other ob-
jections and Issues.
§ 2.116 Judicial review after waiver of

hearing on a regulation,
(a) Any person who has a right to

submit objections and a request for
hearing pursuant to § 2.110(d), may In-
stead submit objections and waive the
right to request a hearing. Such waiver
may consist either of an explicit state-
ment waiving such right, or of a failure
to request a hearing as provided in
§ 2.112(a) 4).

(b) Where any person submits an ob-
jection and waives the right to request
a hearing, the Commissioner shall rule
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upon such objection pursuant to §§ 2.113
through 2.115. The Commissioner may,
in his discretion, order a hearing on the
matter pursuant to any of the provi-
sions of this Part regardless whether a
hearing is requested.

(c) If, after the notice published by-
the Commissioner in the FEDERAL REG-
sER ,ruling upon any such objection,
no hearing is granted with respect to
the matters covered by such objection,
and the Commissioner rules adversely
on such objection, the person may peti-
tion for judicial review of the Commis-
sioner's ruling- on such objection in a
United States Court of Appeals pursuant
to the applicable provisions in the act.

(1) The record for judicial review
shall be the record designated in § 2.115
(b) (1). -

(2) The time for filing such a petition
- for judicial review shall begin as of the

date of publication in the FEDERAL REG-
IsTR of the Commissioner's ruling on
such objection.
§ 2.117 Request for alternative form of

public hearing.
(a) A person who has a right to an

opportunity for a hearing under this
Subpart B may waive that opportunity
and in lieu thereof request one of the fol-
lowing alternative forms of public hear-
ing:

(1) A public hearing before a Public
Board of Inquiry pursuant to Subpart C
of this Part.

(2) A public hearing before a public
advisory committee pursuant to Subpart
D of this ParL

(3) A public hearing before the Com-
missioner pursuant to Subpart E of this
Part.

(b) Any such request:
(1) May be on his own initiative or

at the suggestion of the Commissioner.
(2) Shall be submitted in writing to

the Hearing Clerk pursuant to § 2.7.
(3) Shall be submitted at any time

prior to publication of a notice of hearing
pursuant to § 2.118 or a denial of hearing
pursuant to § 2.115.

(4) Shall be:
(i) In lieu of a request for a hearing

under this Subpart B, or-
(ii) If submitted after or with a re-

quest for a hearing under this Subpart
B, in the form of a waiver of the right
to an opportunity for such a hearing con-
ditioned upon an alternative form of
public hearing. Upon acceptance by the
Commissioner, such a waiver becomes
binding and can thereafter be withdrawn
only by waiving any right to any form of

_ a hearing unless the Commissioner for
good cause determines otherwise.

(c) Where more than one person has
requested and justified a hearing under
-this Subpart B, an alternative form of
hearing will be used only if all such per-
sons concur and waive their right to an
opportunity for a hearing under this
Subpart B.

(d) The Commissioner will determine
whether an alternative form of public
hearing should be used, and if so which
alternative will be acceptable to him,
after considering the requests submitted

and the appropriateness of the alterna-
tive forms of public hearing for the issues
raised in the objections. Upon acceptance
by the Commissioner, such acceptance
becomes binding upon him unless the
Commissioner for good cause determines
otherwise.

(e) The Commissioner shall publish in
the FDERAL REGISTER a notice of ,hear-
ing announcing an alternative form of
public hearing pursuant to this section,
setting forth the following information:

(1) A statement of the provisions of
the regulation or order which is the sub-
ject of the public hearing.

(2) A statement specifying any part
of the regulation or order which has
been stayed.

(I) Any part of a regulation or order
which is subject to an opportunity for a
hearing under this Subpart B pursuant
to statutory provisions under which the
filing of proper objections and a request
for hearing automatically stays the reg-
ulation or order, and for which a public
hearing has been granted, shall be
stayed.

ii) The Commissioner may, in his
discretion, stay in whole or In part any
regulation or order which Is not required
by statute to be stayed.

(3) The time, date, and place of the
hearing, or a statement that such infor-
mation shall be contained In a subse-
quent notice published in the FEDERAL
REGISTER.

(4) The names of the parties to the
public hearing.

(5) A statement of the Issues to be
considered at the public hearing. The
statement of the issues determines the
scope of the public hearing.

(6) If the public hearing will be con-
ducted by a Public Board of Inquiry:

(I) The time within which the parties
may submit nominees for the Board pur-
suant to § 2.203(b)..

(ii) The time within which appear-
ances shall be filed by any person who
wishes to participate in the proceeding.
An appearance shall be flied in the form
and pursuant to the requirements speci-
fied in § 2.131.

(Iii) The time within which particl-
pants shall submit written data and n-
formation pursuant to § 2.205. The notice
shall list the contents of the portions of
the administrative record of the proceed-
ing as of that time relevant to the issues
to be considered at the'public hearing be-
fore the Board, and shall state that such
portions have been placed on public dis-
play in the office of the Hearing Clerk
and that additional copies of any ma-
terial already submitted pursuant to
§ 2.205 need not be included with any
later submissions by participants in the
proceeding.

(7) If the public hearing will be con-
ducted by a Public Board of Inquiry or a
public advisory committee, a statement
whether the findings and conclusions re-
sulting from such public hearing shall
have the legal status and be handled as
a recommended decision or as an initial
decision pursuant to § 2.180. If the notice
of hearing is silent on this matter, the

findings and conclusions shall be an ini-
tial decision.

Mf The findings and conclusions re-
sulting from a public hearing before a
Public Board of Inquiry or a public ad-
visory committee pursuant to this sec-
tion shall have the same legal status and
be handled as a recommended decision or
an initial decision of a presiding officer
issued pursuant to § 2.180, as determined
by the notice of hearing published pur-
suant to paragraph (e) of this section.
The findings and conclusions resulting
from a public hearing before the Com-
missioner pursuant to this section shall
have the same legal status and be han-
died as a tentative order issued pursuant
to § 2.181. Thereafter, the participants
in the proceeding may pursue the admin-
istrative and court remedies that are
available as specified In §§ 2.180 through
2.191.

(g) If a public hearing before a public
advisory committee pursuant to Subpart
D of this Part or a public hearing before
the Commissioner pursuant to Subpart E
of this Part s used as an alternative form
of hearing pursuant to this section, all
submissions relating to the hearing which
constitute the administrative record of
the hearing shall be made to the Hearing
Clerk and the provisions of § 2.5() shall
govern the availability of such submis-
sons for public examinaton and copying.
§ 2.118 Notice of hearing; stay of action.

(a) If the Commissioner determines
upon review of the objections and re-
quests for hearing filed pursuant to
§§ 2.110 through 2.1141 that a formal evi-
dentlary public hearing has been Justi-
fied on any issue, he shall publish a no-
tice of such determination in the FmzRAL
REGIoSTz. setting forth the following in-
formation:

(1) A statement of the provisions of
the regulation or order which Is the sub-
ject of the formal evidentiary public
hearing.

(2) A statement specifying any part of
the regulation or order that has been
stayed.

Q) Any part of a regulation or order
which is subject to an opportumity for
a hearing under this Subpart B pursuant
to statutory provisions under which the
filing of proper objections and a request
for hearing automatically stays the reg-
ulation or order, and for which a hear-
Ing has been requested and justified, shall
be stayed.

(Ii) The Commissioner may, inhis dis-
cretion, stay in whole or in part any
regulation or order which is not required
by statute to be stayed.

(3) The names of the parties to the
formal evidentlary public hearing.

(4) A statement of thd Issues of fact
raised by the objections and request for
hearing as to which a hearing has been
justified.

(5) A statement of any objections or
requests for hearing as to which a hear-
lug has'not been- justified, which shall
be subject to the provisions of § 2-115.

(6) The designation of the presiding
officer to conduct the hearing or a state-
ment that the presiding oMcer will be
designated in a subsequent notice.
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(7) The time within which notices of
appearance shall be filed pursuant to
§ 2.131.

(8) The date, time, and place when
the prehearing conference will com-
mence or a statement that such date,
time, and place will be announced In a'
subsequent notice-The prehearing con-
ference shall not commence until after
the time for disclosure of data-and in-
formation specified in § 2.153 has
expired.

(9) The time within which partici-
pants shall submit written data, infor-
mation, and views pursuant to § 2.153.
The notice shall list the contents of the
portions of the administrative record of
the proceeding as of that time relevant
to the Issues to be considered at the
public hearing and shall state that such
portions have been placed on public dis-
play in the office of the Hearing Clerk
and that additional copies of any ma-
terial already submitted pursuant to
§ 2.153 need not be included with any
later submissions by participants in the
proceeding.

(10) Whether the presiding officer will
prepare a recommended decision or an
initial decision pursuant to §§2.180
through 2.184.

(b) The statement of the issues of
fact raised by the objections or request
for hearing as to which a hearing has
been Justified determines the scope of the
formal evidentiary public hearing and
the matters as to which the development
of evidence will be permitted. The state-
ment of the issues of fact may be revised
by order of the presiding officer, except
that it shall not be revised to include any
issue as to which the Commissioner has
not granted a hearing.

(c) A formal evidentiary public hear-
ing shall be deemed to commence as of
the date of publication of the notice of
hearing in the FEDERAL REGISTER. ,.

§ 2.119 Effective date of a regulation.

(a) If no objections are filed and no
hearing is requested on a regulation pur-
suant to § 2.110(e), the regulation shall
be effective on the date specified in the
notice promulgating it.

(b) The Commissioner shall publish"
a notice In the FEDERAL REGISTER stating
that fact. Such notice may extend the
time for compliance with the regulation.
§ 2.120 Effective date of an order.

(a), If a person who is subject to a
notice of opportunity for hearing pub-
lished in the FEDERAL REGISTER pursuant
to § 2.111(b) does not request a hearing,
the Commissioner:

(1) Shall issue a final order published
in the FEDERAL REGISTER withdrawing
approval of an NDA, NADA, or biologics
license, in whole or in part, and estab-

- lishing the effective date of such final
order.

(2) If the final order involves an
NADA, shall forthwith revoke, in whole
or in part, the applicable regulation pur-
suant to section 512(i) of the act.

(b) If a person who is subject to a
notice of opportunity for hearing pub-
lished in the FEDERAL REGISTER pursuant
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to § 2.111(b) requests a- hearing and C. Statement oriteprcsentation. (if the
others do not, the Commissioner may person is appearing in a representative ca-
issue a final order covering al such drug pacity, a statement that he is authorized to

prodt ado so. A signed statement of authorizationproducts at once or may issue more than - or other documentation verifying his author-
one final order covering different drug ity shall be attached.)
products at different times............

APPEARACE AND PRACTICE

§ 2.130 Appearance.
(a) Any interested person may appear

in person or by or with -counsel or other
duly qualified representative in any for-
maI evidentiary public-hiaring and, sub-
ject to § 2.155, may be heard with respect
to all matters relevant to the issues under
consideration.

(b) Any person appearing in a repre-
sentative capacity in any such hearing
shall submit a signed statement of au-
thorization or other documentation veri-
fying his authority to do so.
& 2.131 Written notice of appearance.

(a) Any interested person desiring to
appear at any formal evidentlary public
hegring shall, within 30-days after pub-
lication of the- notice of hearing in the
FEDERAL REGISTER pursuant to § 2.117,
file with the Hearing Clerk in accord-
ance with § 2.5 a written notice of ap-
pearance in the form specified in para-
graph (b) of this section. The notice shall
state with particularity the person's In-
terest in the proceeding and shall set
forth the issues on which the person
desires to be heard.

(b) The form of the written notice
of appearance shall be as follows:

(Date)-
Hearing Clerk, Food and Drug AdminIstra-

tion, Department of Health, Education, and
Welfare, Rm. 4-65, 5600 Fishers Lane,
Rockville, MD 20852

NOTIcE or APREARANCE
Docket -No .......

Pursuant to the provisions of 21 CFR Part
2, Subpart B, governing the procedure in this
matter, please enter the appearance of:

- ame)

(Street address)
(City and State)

(Telephone number)
on behalf of:

(Name)

(Street address)

(City and State)

(Telephone number)

The following statements are made as part
of this notice of appearance.

A. Speciftc Interest. (A statement of the
specific interest of the person in the pro-
ceeding, including the specific issues of fact
concerning which the person desires to be
heard.)

B. Commitment to Participate. (A state-
ment that the person will present documen-
tary evidence or testimony at the hearing
and will comply with the requirements of 21
CFR 2.153, or, in the case of a hearing before
s'Public Board of Inquiry, with the require-
ments of 21 CF 2.205.)

(Signed)

(c) All notices, pleadings, documents,
and other submissions to bb served upon
a person in the course of the hearing
pursuant to § 2.151 shall be mailed to the
address shown in the notice of appear-
ance or delivered In person to the person
specifled in the notice of appearance.

(d) A written notice of appearance
may be amended by filing a new written
notice of appearance and serving It upon
all participants in the hearing.

(e) No person may participate In any
aspect or at any stage of a formal evl- 1

dentiary public hearing if he has not filed'
a written notice of appearance or if his
notice of appearance has been stricken
pursuant to paragraph (g) of this sec-
tion.

(f) The presiding officer may, upon
motion, permit a person to file a written
notice of appearance in the hearing after
the 30-day time period for filing such
notices has expired, but only upon it
showing of good cause as to why such a
notice was not filed within such time pe-
riod. A

(g) The presiding officer may strike
the appearance of any person, after giv-
ing him an opportunity to show cause'
why his appearance should not be
stricken, for nonparticipation In the
hearing, for failure to comply with any
requirement of this subpart, e.g., dis-
closure of Information as required by
§ 2.153 or the prehearing order Issued
pursuant to § 2.158, or for violation of
the rules of conduct established in
§ 2.156. Any person whose appearance

.has been stricken may petition the Com-
missioner for interlocutory review of
such action.

PRESIDING OFFICER

§ 2;140 Presiding officer.
A presiding officer shall preside over

every formal evidentlary public hearing
held pursuant to this subpart. The pre-
siding officer shall be the Commissioner.'
a member of the 6fflce of the Commis-
sioner to whom the Commissioner has
delegated the responsibility for the mat-
ter involved, or an Administrative Law
Judge qualified under 5 U.S.C. 3105 and
designated bk the Commissioner to con-
duct the hearing In the notice of hearing
or In a later notice published pursuant
to § 2.118(a) (6) of this chapter,
§ 2.141 Comiencement of funellons.

The functions of the presiding officer
shall commence upon his designation and
terminate upon the forwarding of the
recommended decision or the filing of the
initial decision pursuant to § 2.180. -

§ 2.142 Authority of presiding officer, I
The presiding officer shall have the

authority and duty to conduct a fair nd
expeditious hearing and to nmaint,"ul
order. He shall have all powers necesaW,,
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to these ends, including, but not limited
to, the power to:

(a) Arrange and issue notice of the
date, time, and place of oral hearings and
conferences and, upon proper notice, to
change the date, time, and place of oral
hearings and 6onferences previously set." (b) Establish the'methods and pro-
cedures to be used in the development of
evidentiary facts, including the 'pro-
cedures specified in 12.158 (b) and to rule'
upon the need for oral testimony and
cross-examination pursuant to § 2.154
(b).

(c) Prepare, after considering the
views of the partfcipants, written state-
ments of area of factual disagreement
among the participants.

(d) Hold conferences to settle, sim-
plify, or determine the issues in a hear-
ing or to consider other matters that may
facilitate the expeditious disposition of
the hearing.

(e) Administer oaths and affirmations.
(f) Regulate the course of the hearing

and govern the conduct of participants
therein-

(g) Examine witnesses and inform
witnesses that they must fully respond,
to all questions or have all of their testi-
mony stricken.

(h) Rule on, admit, exclude, or limit
evidence.

(i) Establish the time for filing mo-
tions, petitions, briefs, findings, or other
-submissions.

(j) Rule on motions and other pro-
cedural matters pending before him.

(k) Rule on motions -for summary de-
cision in accordance with § 2.159.

(1) Order that the hearing be con-
ducted in stages in cases where the num-
ber of parties is large or the issues are
numerous and complex.

(m) Waive,,suspend, or modify any
rule in this subpart pursuantnto § 2.25 if
he determines that no party will be prej-
udiced, the ends of justice will be thereby
served, and such action is in accordance
with law.
- (n) Strike the appearance of any per-
son pursuant to § 2.131(g) or exclude any-
person from the hering pursuant to
§ 2.156 or otherwise take reasonable dis-
ciplinary action.

(o) Take any action permitted to the
presiding officer as authorized by this
Subpart B or in conformance with law
for the maintenance of order at the hear-
ing and for the expeditious, fair, and
impartial conduct of the proceeding.

- § 2.143 Disqualification of presiding
officer -

(a) Any participant in the proceeding
may, by motion made to the presiding
officer, request that the presiding officer
disqualify himself and withdraw from
the proceeding. The presiding officer
shall rule upon any such motion and
shall promptly certify the motion and his
ruling thereon to the Commissioner for
interlocutory review.
. (b) A presiding officer shall withdraw
from any proceeding In which he'deems
himself disqualified for any reason.

§ 2.144 Unavailabiilty of presiding offi-
Xer.

(a) In the event that the presiding of-
ficer is unable to act for any reason
whatever, the powers and duties to be
performed by him in connection with any
proceeding shall be assigned by the Com-
missioner to another presiding officer.
Such substitution shall have no effecqt on
any aspect of the hearing, except as the
new presiding officer may order pursuant
to the provisions of this subpart.

(b) Any motion predicated upon such
substitution shall be made within 10 days
thereafter.

HEARING PROCEDURES

§ 2.150 Filing and service of submlis-
sions.

(a) All submissions, Including plead-
ings, relating to a formal evidentlary
public hearing shall be filed with. the
Hearing Clerk pursuant to § 2.5.

(b) A copy of each such submission
shall be served by the person making the
submission upon each other participant
in the proceeding, except that submis-
sions of documentary data and informa-
tion may but are ,not required to be
served upon each participant. Any trans-
mittal letter, pleading, summary, state-
ment of position, certification pursuant
to paragraph (d) of this section, or other
similar document accompanyig a sub-
mission of documentary data and Infor-
mation shall be served upon each par-
ticipant pursuant to this paragraph.
(c) Service pursuant to this section

shall be accomplished by mailing It to the
address shown in the notice of appear-
ance or by personal delivery.
(d) All submissions pursuant to this

section shall be accompanied by a signed
certification stating the extent to which
the submission has been served on each
participant, or is exempt from such serv-
ice, pursuant to paragraph (b) of this
section.
(e) No written submission or ,other

portion of the adinistrative record shall
be held in confidence, except as provided
in- 2.171.
§ 2.151 Peitlon to participate in forma

pauperis.
(a) Any participant who believes that

compliance with the filing and service re-
quirements of this section constitutes an
unreasonable financial burden shall sub-
mit to the Commissioner a petition to
participate in forma paupers.
(b) Such petition shall be pursuant to

§ 2.7, except that the heading shall be
"REQUEST TO PARTICIPATE 32
FOR A PAUPERIS, DOCKET NO.

"Pursuant to the guidelines es-
tablished in § 4.43 (b) and (c) of this
chapter, such petition shall demonstrate
that either (i) the person is indigent and
his participation has a strong public In-
terest Justification, or (iI) such partici-
pation is in the public interest because It
can be considered prlmailly as benefiting
the general public.
(c) The Commissioner maj, In his dis-

cretion, grant or deny such petition. If
such petition is granted, the participant
may file only one copy of each submis-

slon with the Hearing Clerk, and it shall
be the- responsibility of the Hearing
Clerk, at agency expense, to make suffi-
clent additional copies for the a-minis-
trative record and to serve a copy upon
each other participant.
§ 2.152 Advisory opinions.

Prior to or during the pendency of any
formal evidentlary public hearing any
person may request the Commissioner
for an advisory opinion as to the appli-
cability to a specific situation of any reg-
ulation or order under consideration in
an administrative proceeding. Requests
for such opinions shall be made pursuant
to § 2.19.
§ 2.153 Disclosure of data and informa-

tlion by the participants.
(a) Before the notice of hearing is

published pursuant to § 2.118, the direc-
tor of the bureau responsible for the mat-
ters Involved In the hearing shall submit
to the Hearing Clerk:

(1) The relevant portions of the ad-
ministrative record of the proceeding up
to that time. Those portions of the ad-
ministrative record of the proceeding
which are not relevant to the issues to be
considered at the public hearing shall not
be placed on public display and shall not
be part of the administrative record of
that proceeding.

(2) All documents In his files contain-
ing factual data and information,
whether favorable or unfavorable to his
position, which relate to the Issues in-
volved in the hearing.

(3) All other documentary data and
information on which he relies.

(4) A narrative statement of his posi-
tion on the factual issues stated In the
notice of hearing and the type of evidence
he intends to introduce in the hearing
in support of his position." (5) A signed statement that, to the
best of his knowledge and belief, the sub-
mission complies with the requirements
of this section.

(b) Within 60 days after the notice
of hearing is published In the FEDmEuir
REGLsEra pursuant to § 2.118, each par-
ticipant shall submit to the Hearing
Clerk all data and information specified
in paragraphs (a) (2) through (5) of this
section, and any objections with respect;
to the completeness of the administra-
tive record filed pursuant to paragraph
(a) (1) of this section.

(c) The submissLons required by para-
graphs (a) and (b) of this section may
be supplemented later in the proceeding.
with the approval of the presiding offi-
cer, upon a shoing that the rjiaterial
contained in the supplement was not rea-
sonably known or available when'the
submission was made or that the rele-
vance of the material contained in the
supplement could not reasonably have
been foreseen at that time.

(d) The failure to comply with the
provisions of this section in the case of
a participant shall constitute a waiver
of the right to participate further in the
hearing and in the case of a party shall
also constitute a waiver of the right to a
hearing.
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(e) Any documentary data and infor-
mation submitted by one participant may
be referenced by another. Participants
are encouraged to exchange and consoli-
date lists of documentary evidence prior
to reproducing it for submission to the
Hearing Clerk in order to reduce dupli-
cative submissions. If a particular docu-
ment is bulky or is in limited supply and
cannot reasonably be reproduced, and it

-constitutes relevant evidence, a partici-
pant may request the presiding officei for
permission to submit a reduced number
of copies to the Hearing Clerk.

(f) The presiding officer shall rule on
questions relating to this section.
§ 2.154 Purpose; oral and written testi-

iony; burden of :roof.
(a) A formal evidentiary public hear-

ing is held for the purpose of receiving
evidence relating to an issue of fact de-
termining the validity of a regulation or
order subject to such a hearing. The
objective of such a hearing is the fair
determination of facts in a manner con-
sistent with the right of all interested
persons to participate and the public in-
terest in expeditiously concluding con-
trov ersies over matters. affecting the
public health and welfare.,

(b) To Achieve this objective, the evL-
dence at a formal uvidentiary public
hearing shall be developed to the maxi-
mum feasible extent through written
submissions, including written direct
testimony which may be in narrative or
In question-and-answer form, written
cross-examination, and such other
methods for the testing and proper eval-
uation of factual propositions as the
presiding officer determines are neces-
sary for a full and true disclosure of
relevant evidentiary facts. '

(1) In a hearing held pursuant to sec-
tion 409(f), 502(n), 507(f), 512(n), 701
(e), or1 706(d) of the act or section 4 or
5 of the Fair Packaging and Labeling
Act involving the issuance, amendment,
o revocation of a regulation:
I(i) All direct testimony shall be sub-

mitted in writing, except upon a show-
ing that written direct testimony is in-
sufficient to adduce testimony for a full
and true disclosure of relevant eviden-
tiary facts and that the participant will
be prejudiced by denial of- a request to
present oral direct testimony.
(if) Oral cross-examination of wit-

nesses shall be permitted only upon a
showing that the cross-examination re-
quested is necessary because alternative
means of developing relevant evidentiary
facts are insufficient to adduce testimony
required for a full and true disclosure
of relevant evidentiary facts, and that
the party requesting an opportunity for
oral cross-examination will be preju-
diced by denial of the request.

(2) In a hearing held pursuant -to
section 505 (d) or (e) or 512 Xd), (e),
<m) (8), or (4) of the act, or section 351
4a) of the Public Health Service Act,
involving the issuance, amendment, or
revocation of an order, the Issues may
have general applicability and depend
upon general facts that do -not concern
any particular action of a specific party,

Le.g., the safety or effectiveness of a class

of drug products, or may have specific
applicability to past action and depend
upon particular facts concerning only
that party; e.g., the applicability of a
grandfather clause to a particular brand
of a drug or the failure of a particular

'manufacturer to meet required manu-
facturing and processing specifications
or other general standards.

i) Where the proceeding involves
- general issues, all direct testimony shall

be submitted in writing, except upon a
showing that written direct testimony is
insufficient to adduce testimony for a
full and true disclosure of relevant evi-
dentiary facts and that the participant
will be prejudiced by denial of a request
to present oral direct testimony: Where
the proceeding involves particular issues,
each party shall determine whether, and
the extent to which, he wishes to present
his direct testimony orally or in writing.

(ii) Oral cross-examination of wit-
nesses shall be-permitted only upon a
showing that the cross-examination re-
qudsted is necessary because alternative
means of developing relevant evidentiary
facts are insufficient to adduce testi-
mony required for a full and tru6 dis-
closure-of relevant evidentiary facts, and
that the party requesting opportunity
for oral cross-examination will be -prej-
udiced by denial of the request.

(3) All oral and written testimony of
witnesses thall be under oath.
(c) n considering whether a request

for cross-examination of a particular
witness has been justified, the presiding
officer shall take into account the follow-
ing factors:
(1) The extent to which a full and

true disclosure with respect to any dis-
-puted issue of fact can be achieved
through the presentation of additional
direct evidence.

(2) The extent to which there are cir-
cumstantial guarantees of the trust-
worthiness of the direct evidence sought
to be made the subject of cross-
examination.

(3) Whether the particular person's
testimony sought to be made the subject
of cross-examination is required for the
resolution of any disputed issue of fact.

(4) Whether a dispute concerns facts
in contrast to the inferences and con-
clusions to be drawn from the facts.
(5) 5 hether the direct evidence

sought to be made the subject of cross-
examination is relevant and material to
the Issues of fact as to which the hear-
ing has been justified.
(d) Ekcept as provided in paragraph

(e) of this section, in-any formal evi-
dentiary public hearing involving the s-
suance, amendment, or revocation of a
regulation or order, the originator of the
proposal or petition or of any significant
modification thereof shall be, -within the
meaning of 5 U.S.C. 556(d), the pro-
ponent of the regulation or order, and
accordingly shall have the burden of
proof. Any participant who proposes the
substitution of a'new provision for a pro-
vision objected to shall have the
burden of proof in relation to the new
provision so proposed.
(e) At any formal evidentiary public

hearing involving the issuance, amend-

ment, or revocation of a regulation or
order relating to the safety or effective-
ness of a drug, food additive, or color ad-
ditive, the participant who is con-
tending that the product Is safe or ef-
fective or both and who Is requesting ap-
proval or contesting withdrawal of ap-
proval shall have the burden of proof In
establishing safety or effectiveness or
both and thus the right to approval. The
burden of proof remains on such partic-
ipant In an amendment or revocation
proceeding.
§ _2155 Participation of nonpartles.

(a) A nonparty participant shall have
the right:

(1) To attend all conferences (Includ-
ing the prehearing conference), oral
proceedings, and arguments held In con-
nection with or as part of a formal cvi-
dentiary public hearing.

(2) To submit written testimony and
documentary evidence for Inclusion In
the record.

(3) To file written objections, briefs,
and other pleadings.

(4) To present oral argument,
(b) A nonparty participant shall not

have the right:
(1) To submit written interrogatories.
(2) To conduct cross-examination,
(c) Any person whose petition Is the

subject of the hearing shall have the
same rights as a party.

(d) The presiding officer may, in his
discretion, permit a nonparty participant
additional rights when he concludes that
the participant's-interests would not be
adequately protected otherwise or that
bkoader participation is required for a
full and true disclosure of relevant cvi-
dentiary facts, but the rights of a non-
party participant shall In no event e:-
ceed the rights of a party.
§ 2.156 Conduct at oral hearings or con.

ferenccs,

All Participants in a formal evidentiary
public hearing shall conduct themselves
with dignity and observe Judicial stand-
ards of Practice and ethics. They shall
not indulge in personal attacks, unseemly
wrangling, or intemperate accusations or
characterizations. A representative of
any party shall use his best efforts to re-
strain his client from improprieties In
connection with any proceeding. Dlsre-
sl~ectful, disorderly, or contumacious
language or contemptuous conduct, re-
fusal to comply with directions, con-
tinued use of dilatory tactics, or refusal
to adhere to reasonable standards of
orderly and ethical conduct during any
such hearing, shall constitute grounds for
immediate exclusion from the proceed-
ing at the direction of the presiding
officer.

2.157 Time and place of prehcarn.g
conference.

A prehearing conference shall com-
mence at the date, time, and place an-
nounced in the notice of hearing or in a
later notice, published in the FDER A
RsGISTER pursuant to § 2.118(a) (8). At
that conference the presiding officer shall,
establish the methods and procedures to
be used in developing the evidenco
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determine reasonable time periods for the
conduct of the hearing, and designate the
times and places for the production of
witndsses for direct and cross-examina-
tion if leave to conduct oral examination
is granted on any issue, insofar as is prac-
ticable at that time.
§ 2.158 Preheating conference procc-

dure.
(a) All participants in a formal evi-

dentiary hearing shall appear at the
prehearing conference, which-shall not
commence until after the time for dis-
closure of. data and information speci-
fied in § 2.153"has expired, fully prepared
to discuss in detail and resolve all mat-
ters specified in paragraph (b) of this
agenda as may be issued by the Com-
missioner or the presiding officer:

(1) All participants shall cooperate
fully at all stages of the proceeding to
achieve the objective of a fair and ex--
peditious hearing, through advance prep-
aration for the prehearing conference,
including communications between the
participants, requests for information
at the earliest possible time, and the
commencement of preparation of testi-
mony. The failure of any participant to
appear at" the prehearing conference or
to raise any matters that could reason-
ably be anticipated and resolved at the
prehearing conference shall not be per-
mitted to delay the progress of the hear-
ing and shall constitute a waiver of the
rights of the participant with regard
thereto, including all objections to the
agreements reached, actions taken, or
rulings issued by the presiding officer
with regard thereto, and may be grounds
for striking his appearance pursuant to
§ 2.131.

(2) Each participant shall bring to the
prehearing conference the following spe-
cific information, which shall be filed.
with the Hearing Clerk pursuant to
§ 2.151:

(i) Any additional data or informa-
tion to supplement the submission filed
pursuant to § 2.153, which may be filed
if approved pursuant to § 2.153 (c).

.(ii) A list of Ull witnesses whose testi-
mony will be offered, orally or in writing,
at the hearing, together with a full cur-
riculum vitae for each such witness. Ad-
ditional witnesses may later be identi-
fied, with the approval of the presiding
officer, upon a showing that the witness
was not reasonably available at the time
of the prehearing conference or that the
relevance of his views could not reason-
ably hdve been foreseen at that time.

(ii) All prior written statements,
which shall include articles and any
Written statement signed or adopted, or
a recording or transcription of an oral
statement made, by the persons who
have been identified as witnesses if all
of the-following conditions apply:

(a) The statement is available with-
out making request of the witness or any
other person.-

(b) The statement relates to the sub-
ject matter of the witness's testimony.
* (c) The statement either was made
before the time the person agreed to be-
come a witness or has been made publicly
available by the person.

(b) The presiding officer shall con-
duct a prehearing conference for the
following purposes:

(1) To determine and reduce to writ-
ing the areas of factual disagreement
which are to be considered at the formal
evidentiary hearing. The presiding offi-
cer may: -

(I) Require each participant to pre-
pare and file written statements of posi-
tion on the areas of disagreement de-
scribed in the notice of hearing.

(ii) Require each participant to sum-
marize the testimony which he proposes
to present In support of his position, and
to describe and Justify any additional
documentary evidence not included with
the submission pursuant to § 2.153 and
expected to be introduced.

(ill) Consider oral or written argu-
ment with respect to the areas of dis-
agreement described in the notice of
hearing or with respect to objections
thereto.

(iv) Hold conferences off the record in
an effort to reach agreement as to fac-
tual questions on which disagreement
exists, except that all statements as to
areas of disagreement shall be reduced
to writing or be the subject of a verbatim
transcript approved by the participants.

(2) To Identify the most appropriate
techniques for the development of the
evidence on Issues in controversy in addi-
tion to the submissions pursuant to
§ 2.153, and the manner and sequence
in which they will be used, including,
where oral examination is to be con-
ducted, the sequence in which witnesses
will be produced for, and the time and
place of, the oral examination. The
methods and procedures which the pre-
siding officer may consider for use in de-
veloping the evidence include but are not
limited to:

(I) Submission of narrative state-
ments of position on each factual issue
in controversy.

(I) Submission of evidence or Identi-
fication of previously suilmitted evidence
in support of such statements, such as
affidavits, verled statements of fact,
data, studies, reports, and any other type
of written material.

(i) Identification of all witnesses and
submission of testimony of such wit-
nesses.

(iv) Exchange of written interroga-
tories directed to particular witnesses for
the purpose of developing the evidence
on particular disputed facts.

(v) Written requests to any party for
the production of additional documenta-
tion, data, or other information relevant
and material to the facts in issue.

(vi) Submission of written questions
to be orally propounded by the presiding
officer to a specific witness.

(vIi) Isolation of disputed facts as to
which oral examination and/or cross-
examination is appropriate pursuant to
§ 2.154(b).

(3) To grou participants with sub-
stantially like interests for purposes of
eliminating duplicative or repetitive de-
velopment of the evidence, making and
arguing motions and objections, includ-
ing motions for summary decision, filing
briefs, and presenting oral argument.

(4) To hear and determine objections
to the admission into evidence of data
and information submitted pursuant to
§ 2.153.

(5) To' investigate the possibility of
obtaining stipulations and admissions of
facts.

(6) To consider such other matters
and take such other action as may aid
in the expeditious disposition of the pro-
ceeding.

(c) The presiding officer shall prepare
a written prehearing order reciting the
actions taken at the prehearing confer-
ence and setting forth the schedule for
the hearing. Such order shall include a
written statement of the areas of factual
agreement and disagreement and of the
methods and procedures to be used in
developing the evidence and the respec-
tive duties of the parties in connection
therewith. Such order shall control the
subsequent course of the hearing unless
modified by the presiding officer for good
cause shown.
§ 2.159 Summary decisions.

(a) Any participant in a formal evi-
dentary public hearing may, after com-
mencement of the hearing, submit to the
Hearing Clerk pursuant to § 2.150 a mo-
tion with or without supporting affidavits
for a summary decision in his favor witli
respect to any issue under consideration.
Any other participant may, within 10
days after service of the motion, which
time may be extended for an additional
10 days by the presiding officer for good
cause shown, serve opposing affidavits of
countermove for summary decision. The
pre sdlng officer may, in his discretion,
set the matter for argument and call for
the sublmisslon of briefs.

(b) The presiding officer shall grant
such motion if the objections, requests
for hearing, other pleadings, affidavits,
and any material filed in connection with
the hearing, or matters officially noticed, -
show that there is no genuine issue as-to
any material fact and that a participant
is entitled to summary decision.

(c) Affidavits shall set forth such facts
as would be admissible in evidence and
shall show affirmatively that the afflant
is competent to testify to the matters
stated therein. When a motion for sum-
mary decision Is made and supported as
provided in this section, a participant op-
posing the motion may not rest upon
mere allegations or denials or general
descriptions of positions and contentions.
His response, by affidavits or as otherwise
provided in this section, must set forth
specific facts ihowing that there is a gen-
uine issue of fact for the hearing.

(d) Should it appear from the affi-
davits of a participant opposing the mo-
tion that he cannot, for sound reasons
stated, present by affidavit facts essential
to justify his opposition, the presiding
officer may deny the motion for summary
decision or may order a continuance to
permit affidavits or additional evidence
to be obtained or may make such order
as is Just.

(e) If on motion under this section a;
summary decision is not rendered upon
the whole case or for all the relief asked,
and development of evidentiary facts is
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found necessary, the presiding officer
shall make an order specifying the facts
that appear without, substantial contro-
versy and directing further evidentiary
proceedings. The facts so specified shall
be deemed established.

(f) Any participant may obtain inter-
locutory review by the Commissioner of
a summary decision of the presiding
officer.
-§2.160 Receipt of evidence.

(a) A formal evidentiary public hear-
ing consists of the development of evi-
dence and the resolution of factual issues
in the mannbr set forth in the proce-
dures established in this subpart and
in the order issued by the presiding
officer after the prehearing conference.

(b) All orders issued by the presiding
officer, transcripts of oral hearings" or
arguments, written statements of posi-
tion, written direct testimony,- writteit
interrogatories and the responses
thereto, and-any other data, studies,
reports, documefitation, information, and
other written material of any kind sub-
mitted in the proceeding shall be a part
of the administrative record of the hear-
ing, and shall be placed on public display
In the office of the Hearing Clerk
promptly upon receipt in that office, ex-
cept as provided in-§ 2.171. -

(c) A written submission to the record
shall be admissible as evidence unless
a participant objects and the presiding
officer excludes it as inadmissible.
' (1) The presiding officer shall exclude

'written evidence as inadmissible only on
the following grounds:

(I) The evidence is a document that
is not authentic, or

(ii) Exclusion of part or all of the
written evidence of a participant is nec-
essary or appropriate to enforce the
requirements of this subpart.

(2) The presiding officer shall not ex-
clude any written evidence as inadmis-
sible on the ground that it is irrelevant,
immaterial, or repetitive. All such writ-
ten evidence shall be admitted even if
it is of no probative value. Irrelevant or
immaterial written evidence shall be re-
garded as such and shall not be given
weight or probative value because of its
admission.-

(3) Any written evidence excluded by
the presiding officer as inadmissible shall
remain a part of the administrative rec-
ord, as an offer of proof, for. purposes
of judicial review.

t (d) Oral testimony, whether on direct
or on cross-examination, shall be admis-
sible as evidence unless a participant
objects and the presiding officer excludes
It as inadmissible.

(1) The presiding officer shall exclude
oral evidence as inadmissible only on the
following grounds:

(i) The oral evidence is irrelevant, im-
material, or repetitive, or

(ii) Exclusion of part or all of the oral
- evidence of a participant is necessary
,or appropriate to enforce the require-
ments of this subpart.

(2) Whenever oral evidence is ex-
cluded by the presiding officer as inad-

Lnissible, the participant offering such
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evidence may make an offer of proof,
which shall be part of the record. The
offer of proof shall consist of a brief
statement, which the presiding officer
may require to be in writing, describing
the evidence excluded. Upon review, the
Commissioner may reopen the hearing
to permit such evidence to be admitted if'
he determines that its exclusion was

-erroneous and prejudicial.
(e) All participants shall be respon-

sible for apprising themselves, of the
contents of-the administrative record in
timely fashion for purposes of formulat-
ing objections to the admissibility of any
item into evidence and evaluating the
need for the submission of additional
evidence.

(f) The presiding- officer shall, on his
own Initiative as the circumstances war-
rant, or upon the motion of any.partici-
pant for good cause shown, schedule
conferences to monitor the progress of
the hearing, narrow and simplify the Is-
sues, and consider and rule on motions,
requests, and other matters concerning
the development of the evidence.

(g) The presiding officer shall conduct
such proceedings as are necessary for the
taking of oral testimony, for the oral
examination of witnesses by the presiding
officer on the basis of written questions
previously submitted to him by the par-
ties, add for the conduct of cross-exami-
nation of witnesses by the parties. The
presiding officer shall screen written
questions submitted to him to be asked
orally of witnesses in order to exclude
irrelevant or repetitious questions. The
presiding officer shall limit oral cross-
examination to prevent irrelevant or
repetitious examination.

(h) The presiding officer shall order
that the proceedings be closed for the
taking of oral testimony relating to mat-
ters specified in§ 2.5 (j) (3). Participation
in such closed proceedings shall be lim-
ited to the witness, his counsel, and Fed-
eral Government Executive Branch em-
ployees and special government employ-
ees. Such closed proceedings shall be
permitted only for such oral testimony
as directly relates to matters specified in
§ 2.5(j)3) and shall not include other
matters.

(i) Any party may at any time move
for an order that the taking of evidence
be concluded. Such motion shall be
granted unless within 10 days of service
thereof a participant files an opposition
to such motion, supported by an affidavit
stating that he wishes to submit, or by
specified means adduce, additional evi-
dence on facts relevant to the issues at
the hearing, describing the nature of
such evidence, and estimating the time
necessary to submit or adduce it. In the
event that such an opposition is filed, the
presiding officer may (1) grant the mo-
tion if it appears that the evidence de-
scribed in the affidavit filed in support of
the opposition does not relate to rele-
vant facts or is duplicative or cumulative
of evidence already on record at the

'hearing, (2) deny the motion, or (3)
grant the motion but postpone its effect
to a specified date in order that the par-

- ticipant opposing it may submit or ad-

duce the evidence described In the affn-
davit. Upon the denial of a motion made
under this paragraph, or the granting of
a motion with a postponed effective date,
no participant may submit additional evi-
dence unless he has filed an opposition
to the motion, and any participant who
has filed an opposition shall confine the
submission of additional evidence to the
matters set forth In the affidavit In
support of the opposition.
§ 2.161 Official notice.

(a) Upon motion of any participant,
the presiding officer shall take official
notice of official publications of the Food.
and Drug Administration and other Fed-
eral agencies and of any technical, scien-
tific, or other fact that is not subject to
reasonable dispute in that It is capable of
accurate and ready determination by
resort to sources whose accuracy cannot
reasonably be questioned.

(b) The presiding officer may take of-
ficial notice of matters whether requested
to do so or not.

(c) Where official notice is requested
to be taken or is taken of a material fact
not appearing in the evidence of record,
any participant, on timelW request, shall
be afforded an opportunity to show the
bontrary.
§ 2.162 Bri~fs and argument.

(a) As soon as possible after the com-
pletion of the taking of evidence, the
presiding officer shall announce a sched-
ule for the filing of briefs. Briefs shall
include a statement of position on each
issue as supported by the evidence of
record, with specific and complete cita-
tions to the evidence, together with cita-
tions of points of law relied upon. Briefs
shall contain proposed findings of fact
and conclusions of law.

(b) The presiding officer may permit
the presentation of oral argument at his
discretion and in such manner as he be-
lieves is both practical and fair,

(c) Briefs and oral argument shall
attempt to refrain from disclosing spe-
cific details of written and oral testimony
and documents relating to matters spec-
ified in § 2.5(j) (3), but any reference
essential to resolution of the issues in-
volved shall be permitted. "

§ 2.163 Interlocutory appeal from rl.
ing of presiding officer.

(a) Except as provided in paragraph
(b) of this section and in §§2,131(g),
2.143(a), 2.159(f), and 2.165(c), where
an interlocutory appeal is specifically au-
thorized by this subpart, rulings of the
presiding officer may not be appealed to
the Commissioner prior to his considera-
tion of the entire administrative record
of the hearing.

(b) Any ruling of the presiding officer
shall be the subject of an interlocutory
appeal to the Commissioner where the
presiding officer certifies on the record or
in writing that such an interlocutory ap-'
peal is necessary to prevent exceptional
delay, expense, or prejudice to any par-,
ticipant, or substantial harm to the pub-'
-lie interest. I
(c) Where an interlocutory appeal is

made to the Conuissioner, any particl'

FEDERAL REGISTER, VOL. 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975



pant may file a brief with-the Commis-
sioner within such period as the Com-
missioner directs. Oral argument will be
heard only. at the discretion of the Com-
missioner.
§ 2.164 Official transcript.

(a) Any oral testimony giveri at a for-
mal evidentiary public hearing shall be
reported verbatim. The presiding officer
will make provision for a stenographic
record of the testimony and for such
copies of the transcript thereof as he re-
quires for his own purpose.

(b) One copy of such transcript shall
be placed on public display in the office
of the Heating Clerk upon receipt, where
it may be reviewed by any interested
person.

(c) Any person desiring a copy of the
transcript-of the testimony taken at the
hearing or of any part thereof shall be
entitled to the same, except as provided
in § 2.171, upon application to the official
reporter and payment of the costs
thereof or pursuant to the provisions of-
Part 4 of this chapter.'
§ 2.165 Notions.

(a) Any participant may make a
motion, including any request, to the
presidihig officer with respect to any mat-
ter relating to the proceeding. All' mo-
tions shall be filed pursuant to § 2.150,
excepf those made in the course of an
oral hearing before the presiding officer.

(b) Within 10 days after service of any
such motion, which may be shortened to
3 days or extended for an additional 10
days by the presiding officer for good
cause shown, any participant in the
proceeding may file a response to the
motion.

(c) The presiding officer shall rule
upon such motion and may certify such
motion, together with his ruling, to the
Commissioner for interlocutory review.

ALnIsTRATIVE RECORD

§ 2.170 Administrative record of a for-
eal evidentiary public hearing.

(a) The record of the administrative
prQceeding shall consist of the following:

(1) The order or regulation which
gave rise to the hearing. :

(2) All objections and requests -for
hearing filed by the Hearing Clerk pur-
suant to §§ 2.110 through 2.112.

(3) The notice of hearing published
pursuant to -§ 2.118.

(4) All notices of appearance fled
-pursuant to § 2.131.

(5) All FEDERAL REGISTER noticesper-
tinent to the proceeding.

(6) All submissions filed pursuant to
§ 2.151, e.g., the submissions required by
§ 2.153, all other documentary evidence
and written testimony, pleadings, state-
ments of position, briefs, and other simi-

- lar documents.
(7) The transcript, written order, and

all other documents relating to the pre-
.hearing conference, prepared pursuant
to § 2.158.

(8) All documents relating to any mo-
tion for summary decision pursuant to
§2.159.
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(9) All documents of which officil
notice is taken pursuant to § 2.161.

(10) All pleadings filed pursuant to
§ 2.162.

(11) All documents relating to any in-
terlocutory appeal pursuant to § 2.163.

(12) All transcripts prepared pursuant
to § 2.164.

(13) Any other documents relating to
the hearing and filed with the Hearing
Clerk by the presiding officer or any par-
ticipant.

(b) The record of the administrative
proceeding shall be closed:

(1) With respect to the taking of evi-
dence, at the time specified in § 2.160
(g).

(2) With respect to pleadings, at the
time specified in § 2.162(a) for the filing
of briefs.

(c) The presiding officer may, in his
discretion, reopen the record to receive
further evidence at any time prior to the
filing of a recommended or initial dccl-
sion.
§ 2.171 Examination of administrative

record.
The availability for public examina-

tion andcopylng of each document which
is a part of the administrative record of
the hearing shall be governed by the pro-
visions of § 2Z5(J). Each document which
is available for public examination or
copying shall be placed on public display
in the office of the Hearing Clerk
promptly upon receipt in that office.

§ 2.172 Correction of administrative rec-' ord.

After the close of the taking of evi-
dence, the presiding officer shall afford
witnesses; participants, and their coun-
sel time, not longer than 30 days except
in unusual cases, in which to sibmitr
written proposed corrections of the tran-
script of any oral testimony taken at the
hearing, pointing out errors that may
have been made in transcribing the testi-
mony. The presiding officerlhall prompt-
ly thereafter order such corrections made
as in his Judgment are required to make
the transcript conform to the testimony.
§ 2.173 Record for administrative decd.

sion.
'The administrative record of the hear-

ing specified in § 2.170 shall constitute
the exclusive record for decision.

RECOMW ED, IniAL, TNATIVE, m2D
I rnAL DEc=sOZ;S

§ 2.180 Recommended decision or ini.
tial decision.

(a) Within 90 days after the llng of
briefs.and any oral argument pursuant
to § 2.162, the presiding officer shall pre-
pare and file a recommended decision or
initial decision based solely upon the ad-
ministrative record of the hearing.

(1) The presiding officer shall prepare
a recommended decision if the notice
of hearing so states pursuant to § 2.118
(a) (10).

(2) The presiding officer shall prepare
an Initial decision if the notice of hear-
ing so states pursuant to § 2.118(a) (10)

40741

or if the notice of hearing is silent on the
matter.

(b) The recommended decision or ini-
tial decision shall contain:
(1) Findings of fact based upon rele-

vant, material, and reliable evidence of
record.

(2) Conclusions of law.
(3) A full articulation of the reasons

for the findings and conclusions, includ-"
ing a discussion of the significant factual
and legal contentions made by any
participant.

(4) Full citations to the administrative
record "supporting the findings and
conclusions.

(5) An appropriate regulation or order
supported by substantial evidence of rec-
ord and based upon the findings of fact
and conclusions of law. -

(6) An effective date for the regulation
or order.
(c) The recommended decision or ini-

tial decision shall attempt to refrain
from disclosing specific details of written
and oral testimony and documents relat-
ing to matters specified in J 2.5(j) (3),
but any reference essential to resolution
of the Issues involved shall be Permitted.
(d) If the presiding officer prepares a

recommended decision he shall forward
lt, together with the certified record of
the hearing, to the Commissioner.
(e) If the presiding officer prepares

an initial decision:
(1) It shall be fled with the Hearing

Clerk and served upon all participants.
(2) he Initial decision shall become

the decision of the Commissioner unless
within 30 days after It is filed with the
Hearing Clerk a participant in the pro-
ceeding files with the Hearing Clerk a
notice of appeal to the Commissioner
pursuant to § 2.182(a) or the Commis-
sioner, on his own initiative, files with
the Hearing Clerk a notice of review
pursuant to § 2.182(d).
§ 2.181 Tentative order.

(a) If the presiding officer prepares
a recommended decision, as soon as prac-
ticable after It is received the Commis-
sloner either shall adopt it as his tenta-
tive order or shall prepare a different
tentative order. The tentative order shall
contain findings of fact and conclusions
of law as set forthIn § 2.180 (b) and C),
and shall be fled with the Hearing Clerk
and served upon all participants.
(b) The tentative order shall specify

a reasonable time, ordinarily not to ex-
ceed 60 days, within which any partici-
pant may file exceptions. The exceptions
shall point out with particularity the
alleged errors In the tentative order and
shall contain a specific reference to the
items in the record on which dxceptions
are based. Such exceptions may be ac-
companied by a memorandum or brief
in support thereof. If oral argument on
the exceptions is desired, such a request
shall be made with the exceptions.
(c) After the exceptions are filed the'

Commissioner shall determine whether
he wishes to hear oral argument on the
matter. If the Commissioner concludes
that he should hear oral argument on
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the matter, the participants shall be in-
formed of the date, time, and place for
such oral argument, the amount of time
that will be allotted to each participant
for such oral argument, and the issues
to be addressed.
§ 2.182 Appeal from or review of initial

decision.
(a) If the presiding officer files an

initial decision, any participant in a pro-
ceeding may appeal it to the Commis-
sioner by filing a notice of appeal with
the Hearing Clerk within 30 days after
the initial decision is filed. If any partici-
pant appeals the initial decision, all par-
ticipants shall have an equal opportunity
to participate in the appeal.

(b) Promptly after a notice of appeal
is filed with the Hearing Clerk, the Com-
missioner shall inform all participants
of the date by which they may file briefs,
stating exceptions to or agreement with
the initial decision and supporting rea-
sons therefor, the time for which shall
be not less than 30 nor more than 60
days following such notice. Reply briefs
may be filed only with the express per-
mission of the Commissioner.

(c) If oral argument on the appeal is
desired, such a request shall be made with
the briefs. After the briefs are filed the
Commissioner shall determine whether
he wishes to hear oral argument on the
matter. If the Commissioner concludes
that he should hear oral argument on
the matter, the participants shall be
informed of the date, time, and place for
such oral argument, the amount of time
that will be allotted to each participant
for such oral argument, and the issues
to be addressed.

(d) Within 40 days after the initial
decision is filed, the Commissioner may
file with the Hearing Clerk a notice stat-
ing that he will review the initial de-
cision on his own initiative. Such review
shall proceed pursuant to the provisions
of paragraph (b) of -this section.

§ 2.183 Decision by Commissioner after
exceptions to the tentative order.

If the presiding officer prepares a rec-
ommended decision and the Commis-
sioner files a tentative order, as soon as
practicable after the time for filing ex-
ceptions to the tentative order has
passed, the Commissioner shall publish
in the FEDERAL REGISTER his final order
in the proceeding. The final order shall
meet the requirements established in
§2.180 (b) and (c).
§ 2.184 Decision by Commissioner on

appeal or review of initial decision.

(a) If the presiding officer files an
initial decision and a notice of appeal or
review is filed pursuant to § 2.182, the
presiding officer shall certify to the Com-
missioner the full administrative record

-of the proceeding, which shall include
all briefs filed pursuant to § 2.162 and
the initial decision.

(b) On appeal from or review of the
initial decision, the Commissioner shall
have .all the powers he would have in
making the initial decision. The Com-
missioner may, on his own initiative or
on the motion of any participant, re-

mand the proceeding to the presiding
officer with sliecific directions, e.g., to
receive further evidence relating to a
particular issue, where he concludes that
such action is necessary for a proper de-
cision inthe matter.

(c) The scope of the issues on appeal
shall be the same as the scope of the
issues at the public hearing unless the
Commissioner specifies otherwise.

(d) As soon as practicable after the
filing of briefs and any oral argument,
the Commissioner shall issue in the Ds-
ERAI REGISTER his final decision in the
proceeding based solely upon the admin-
istrative record of the hearing. Such
final decision shall meet the require-
ments established in § 2.180 (b) and (c).

(e) The Commissioner may adopt the
initial decision as the final decision, in
whole or in part, if he concludes, after
reviewing the administrative record, that
it meets all the requirements specified
in § 2.180 (b and (c) and represents a
sound, realonable, and fair .decision
based upon all relevant factual, legal,
and policy considerations.
§ 2.185 Reconsideration and stay of ac-

tion.

Following publication of the final de-
cision, any participant may petition the
Commlssioner.for reconsideration of any
part or all of such decision pursuant to
§ 2.8 or may petition for a stay of such
decision pursuant to § 2.9.

JUDICIAL REVIEW

§ 2.190 Review by the courts.
- (a) The Commissioner's final decision
constitutes final agency action from
which any participant may petition for
judicial review pursuant to the statutory
provisions governing the matter involved.
Before requesting an order from a court
for relief pending review, any participant
seeking court review shall first submit a
petition for a stay of action pursuant
to § 2.9. "

(b) The Food and and Drug Adminis-
tration will request consolidation in a
single court of-all petitions for Judicial
review related- to a particular matter
pursuant to 28 U.S.C. 2112(a).
§ 2.191 Copies of petitions for judicial

review.
The Chief Counsel for the Food and

Drug Administration has been desig-
nated by the Secretary as the officer upon
whom copies of petitions for judicial re-
view shallbe served. Such offider shall be
resppnsible for filing in the court the
record of the proceedings on which the
flnaldecision is based. The record.of the
proceeding shall be certified by the
Commissioner.

Subpart C-Public Hearing Before a Public
Board of Inquiry t

§ 2.200 Scope of subpart.
Subpart C governs the practices and

procedures applicable whenever:
-(a) The Commissioner concludes, in

his discretion, that it is in the public
interest to hold a public hearing before
a Public Board of Inquiry, hereinafter
referred to as a "Board," with respect to

any matter, or class of matters, of Im-
portance pending before the Food and
Drug Administration.

(b) Pursuant to specific provisions in
other sections of this chapter, a matter-
pending before the Food and Drug Ad-
ministration is subject to a public hear-
Ing before a Board.

(c) A person who has a right to an
opportunity for a formal evidentlary
public hearing under Subpart B of this,
Part waives that opportunity and In lieu
thereof requests pursuant to § 2.117 of
this Part the establishment of a Board
to act as an administrative law tribunal
with respect to the matters involved, and
the Commissioner, in his discretion, ac-
cepts this request.
§ 2.201 Notice of a public hearing be-

fore a Public Board of Inquiry.
If the Commissioner determines that

a Board should be established to conduct
a public hearing on any matter, he shall
publish in the FEDERAL REGIsTER a no-
tice of hearing setting forth the follow-
ing information:

(a) If the hearing Is pursuant to § 2.-
200 (a) or (b), all applicable Informa-
tion described in § 2.117(e).

(1) If any written document is to be
the subject matter of the hearing, It
shall be published as part of the notice,
or reference shall be made to it if it has
already been published In the FEDRAL
REGISTER, or the notice shall state that
the document is available from the
Hearing clerk or an agency employee
designated In the notice.

(2) For purposes of any such hearing,
all participants who file a notice of ap-
pearance pursuant, to § 2.117(e) (6) (i)
shall be deemed to be parties and shall
be entitled to participate in selection of
the Board pursuant to § 2.203(b).

(b) If the hearing is In lieu of a formal
evidentlary hearing as provided In § 2.-
200(c), all of the information described
in § 2.117(e).
§ 2.202 Members of a Public BQard of

Inquiry.
(a) All members of a Board shall have

medical, technical, scientific, or other
qualifications relevant to the issues to be
considered at the hearing, shall be sub-
ject to the conflict of interest rules ap-
plicable to special government employ-
ees, and shall be free from bias or prej-
udice with respect to the issues involved.
A member of a Board may be a full-time
or parttnime Federal government em-
ployee or may serve on a Food and Drug
Administration advisory committee but
except with the agreement of all parties
shall not currently be . full-time or part-
time employee of the Vod and Drug Ad-
ministration or otherwise act as a spe-
cial government employee of the Food
and Drug Administration.

(b) The director of the bureau of the
Food and Drug Administration respon-
sible for the matter which Is the subject
of a public hearing before a Board, the
other parties to the proceedind, and any
person whose petition is the subject of
the hearing, shall, within 30 days after
publication of the notice of hearing In
the FEDERAL REGISTER, each submit to
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the Hearing Clerk the names and full
curricula vitae of five nominees for mem-
bers of the Board. Nominations shall
state that the nominee is aware 'of the
nomination, is interested in becoming a
member of the Board, and appears to
have no conflict of interest.

(1) All such persons may in consulta-
tion with ea'ch other agree upon a single
list of five qualified nominees.

(2) Within 10 days after receipt of
such names of nominees, such persons
may submit comments to the Hearing
Clerk on whether the nominees of the
other persons meet the criteria estab-
lished in paragraph (a) of this section.

(3) In addition to being filed with the
Hearing Clerk, the lists of nominees and
comments thereon shall be submitted to
the persons who have the right to sub-
mit a list of nominees pursuant to this
paragraph but not to all participants.
They shall be held in confidence by the
Hearing Clerk as part Df the adminis-
trative record of the proceeding and shall
not be available for public disclosure, and
shall similarily be held in confidence by
all persons who submit or receive them.
This portion of the administrative record
shall remain confidential but shall be
available for judicial review in the event
that it becomes relevant to any issue

-before a court.
(c) After reviewing the lists of nomi-

nees and any comments thereon, the
Commissioner shall choose three qualified
persons as members of a Board. One
member shall be chosen -from the lists
of nominees submitted by the director
of the bureau and any person who is
not a party and whose p etition is the
subject of the hearing. The second mem-
ber shall be chosen from the lists of
nominees submitted by the other par-
ties. The Commissioner shall then choose
the third member from any source, who
shall be the Chairman of the Board.

(1) If the Commissioner is unable to
find a qualified person with no conflict of
interest from among a list of nominees
submitted, or if additional information is
needed, the Commissioner shall request
from the party involved the submission
of such additional nominees or informa-
tion as is necessary to choose a qualified
person nominated by that person.

(2) If a person fails to submit a list
of nominees as required by paragraph
(b) of ,this section, the Commissioner
may choose a qualified person in lieu of
a person nominated by that person with-
out further consultation with that
person.

(3) The Commissioner shall announce
the members of a Board by filing a mem-
orandum in the record of the proceeding
and sending a copy to each participant
who has filed a notice of appearance.

(d) In lieu of the procedure for selec-
tion of the members of a Board specified
in paragraphs (b) and (c) of this sec-
tion, the diiector of the bureau, the other
party or parties to theproceeding, and
any person whose petition is the subject
of the hearing, may agree that any
standing advisory committee listed in
§ 2.330 shall constitute the Board for a
particular proceeding, or may mutually

agree on any other procedure for selec-
tion of the members of the Board, or the
number of members of the Board, sub-
ject to the approval of the Commissioner.

(e) Th6 members of a Board shall
serve as consultants to the Commissioner
and shall be special government employ-
ees or government employees. A Board
shall function as an administrative law
tribunal with the consent of the parties
involved in the proceeding and Is not an
advisory comniittee subject to the re-
quirements of the Federal Advisory Com-
mittee Act or Subpart D of this Part.

(f) The chairman of a Board shall
have the authority of a presiding officer
set out In § 2.142.
§ 2.203 Separation of functions; ex

parte communications; administra-
tlive support.

(a) All proceedings of a Board shall
be subject to the provisions of § 2.13, re-
lating to separation of functions and ex
parte communications. Representatives
of the participants in any proceeding
before a Board shall have no contact
with the members of the Board, except
as participants in such proceeding, and
shall not participate in the deliberations
of the Board.

(b) Administrative support for a
Board shall be provided only by the offlce
of the Commissioner and the Chief
Counsel for the Food and Drug Admin-
istration.
§ 2.204 Submissions to a Public Board

of Inquiry.
(a) All submissions relating to a hear-

ing before a Board shall be filed with
the Hearing Clerk pursuant to § 2.5.(b) A copy of any such submission
shall be sent by the person making the
submission to- each participant in the
proceeding, except as provided In §§ 2.202
(b) (3) and 2.207(c) and except that sub-
missions of documentary data and n-
formation may but are not required to be
sent to each participant Any transmittal
letter, summary, statement of posltion,
certification pursuant to paragraph (d)
of this section, or similar document ac-
companying a submission of documen-
tary data and Information shall be sent
to each participant pursuant to this
paragraph.

(c) Any such submission shall be sent
as required, by paragraph (b) of this
section by mailing it to the address
shown in the notice of appearance or by
personal delivery.

(d) All submissions pursuant to this
section shall be accompanied by a signed
certification stating the extent to which
the submission has been served on each
participant, or Is exempt from such serv-
ice, pursuant to paragraph (b) of this
section.

(e) No written submission or other
portion of the administrative record
shall be held in confidence, except as
provided in §§ 2.202(b) (3) and 2.207(c).

(f) Any participant who believes that
compliance with the requirements of this
section constitutes an unreasonable fi-
nancial burden shall submit to the Com-
missioner a petition to participate in
forma paupers.

(1) Such petition shall be pursuant to
§ 2.7, except that the heading shall be
"REQUEST TO PARTICIPATE IN
FOILIA. PAUPERIS, DOCKET No.

.. ' Pursuant to the guidelines es-
tablished in § 4.43 (b) and (c) of this
chapter, such petition shall defhonstrate
that either (1) the person is indigent and
his participation has a strong public
interest Justification, or (Ii) .such partic-
ipation is in the ptblic interest because
it can be considered primarily as bene-
fiting the general public.

(2) If the Commissioner grants such
petition, the participant may file only
one copy of each submission with the
Hearing Clerk, and it shall be the re-
sponsibility of the Hearing Clerk to make
suflicient additional copies for the ad-
ministrative record and to serve a copy -
upon each other participant.
§ 2,205 Disclosure of data and informa-

tion by the participants.
(a) Before the notice of hearing is

published pursuant to § 2.201, the direc-
tor of the bureau responsible for the mat-
ters involved in the hearing shall submit
to the Hearing Clerk:

(1) The relevant portions of the exist-
ing administrative record of the pro-
ceeding. Th e portions of the adminfs-
trative record of the proceeding which
are not relevant to.the issues to be con-
sidered at the public hearing shall not be
submitted to the Hea ing Clerk or placed
on public display and shall not be part
of the administrative record of the pro-
ceeding.

(2) A list of all persons whose views
will be presented orally or in writing at
.he hearing.

(3) All documents In his fles contain-
ing factual data and information, wheth-
er favorable or unfavorable-to his posi-
tion, which relate to the issues involved
In the hearing.

(4) All other documentary data and
information on which he relies.

(5) A signed statement that, to the
best of his knowledge and belief, the sub-
mission complies with the requirements
of this section.

(b) Within 60 days after the notice of
hearing is published pursuant to § 2.201,
each participant shall submit to the
Hearing lerk all data and information
specified In paragraph (a) (2) through
(5) of this section, and any objections
with respect to the completeness of the
admistrative record filed pursuant to
paragraph (a) (1) of this section.
(c) The submissions required by para-

graphs (a) and (b) of this section may
be supplemented later in the proceeding,
with the approval of the Board, upon a
showing that the views of the persons or
the material contained in the supplement
were not known or reasonably available
when the initial submission was made or
that the relevance of the views of the
persons or the material contained in the
supplement could not reasonably have
been foreseen.
(d) The failure to comply with the

provisions of this section in the case of a
participant shall constitute a waiver of
the right to participate further in the
hearing and in the case of a, party shall
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constitute a waiver of the right to a hear- ing of a Board if-requested and justified
ing. by any participant. A second hearing,

(e) The Chairman of the Board shall and any subsequent hearing, shall be
rule on questions relating to this section. called only if the Chairman concludes
Any participant dissatisfied with any that it is necessary for the full and fair
such ruling may request the Conunis- presentation of information that cannot
sioner for an interlocutory review of that otherwise adequately be considered and
ruling. for the proper resolution of the issues
§ 2.206 Proceedings of a Public Board involved. Notice of the time and location

of Inquiry. of any such subsequent hearings shall
be published in the FEDERAL REGISTER at(a) The purpose of a Board is to re- least 15 days in advance of the date of

view medical, scientific, and-technical is- such hearing and the hearings shall be
sues fairly and expeditiously in order to open to the public.
reach a reasonable decision that is (f) A Board may consult with any per-
sound from a medical, scientific, and son who it' concludes may have data, in-
technical standpoint. The proceedings of formation, or views relevant to resolu-
a Board shall be conducted in the man- tion of the issues involved.
ner of a scientific inquiry rather than as (1) Such consultation shall occur only-
a, legal trial. at an announced hearing of a Board,and

(b) Prior to the first hearing of all participants shall'have the right to be
a Board, all participants in the hearing present and to suggest or, with the per-
shall have submitted to the Hearing mission of the Chairman, conduct ques-
Clerk the data and information required tioning of such consultants and to pre-
to be disclosed pursuant to § 2.205, sub- sent reblattal data, information, and
ject to the sanctions specified in views, as provided-in paragraphs (c) and
§ 2.205(d). (d) of this section, except that written

(c) The Chairman of a'Board shall statements may be submitted to the
call the first hearing of the Board at a Board with the consent of all partici-
reasonable time subsequent to receipt of pants.
the data and information specified in (2) Any participant may submit to the
paragraph (b) of this section. Notice of Board a request that it consult with spa-
the time and location of such hearing cific persons who may have data, infor-
shall be published in the FEDERAL REGIS- mation, or views relevant to the resolu-
TER at least 15 days in advance fnd the tion of the issues. Such requests shall
hearing shall be open to the public. state the reasons why the person named
The director of the bureau, the other should be consulted and why the views
parties, and all other participants shall of that person cannot reasonably be fur-
have an opportunity at the first hearing nished to the Board by any means other
to make an oral presentation of the data, than having the Food and Drug Admin-
information, and views which in their -stration arrange for his appearance at
opinion are pertinent to resolution of the a hearing of the Board. The Board may,
issues being considered by a Board. in its discretion, grant or deny such a
The Chairman shall determine the order request.
in which these presentations shall be (g) All hearings of a Board at which
made. Each initial presentation shall be presentations of data, information, and
made without interruption from other views are made shall be transcribed. All
participants, but members of the Board such hearings shall be open to the public,
may ask any questions that they wish. except that the presentation of data'and
At the conclusion of each presentation, information which are prohibited from
each of the other participants may public disclosure pursuant to'the provi-
briefly state questions and criticism of sions of § 2.5(j) (3) shall be closed to all
the presentation and may request persons except the persons making and
that the Board conduct further question- participating in the presentation and
ing with respect to specified matters. Federal Government Executive Branch
The Chairman and members of the employees and special government em-
Board may then ask further questions, ployees. At least a majority of the mem-
and the Chairman may permit any other bers of the Board shall be present at
participant in the proceeding to ask every hearing. The executive sessions of
questions if he determines this will a Board, during which a Board deliber-
facilitate resolution of the issues, ates on the issues, shall be closed and

(d) The hearing shall be informal in shall not be transcribed. The report of
nature, and the rules of evidence shall the Board shall be voted upon by all
not apply. No motions or objections re- members of the Board.
lating to the admissibility of data, in- (h) All legal issues shall be referred
formation, and views shall be made -or to the Chief Counsel for the Food and
considered, but other participants may Drug Administration for resolution.
comment upon or rebut all such data.
information, and views. No participant Ci) After the conclusion of all public
may interrupt the presentation of hearings a Board shall announce that the
another participant for any reason, record is closed with respect to the gath-

-(e) Within 30 days after the first ering of data and information. The
hearing of a Board is concluded, each Board shall provide an opportunity for
participant in the proceeding may sub- all participants to submit a written
mit in writing such rebuttal data, in- statement of their positions, with pro-
formation, and views as he believes rele- posed fidings and conclusions, and may,

in its discretion, provide an opportunityvant to the issues, in accordance .with the for participants to summarize their posi-
requirements of § 2.206. The Chairman tions orally to assist the Board in Its
shall theieafter schedule a second hear- deliberations on the issues involved.

(j) At the conclusion of Its delibera-
tions, a Board shall prepare its decision
on the issues, which shall include specific
findings and references supporting and
explaining its conclusions, and a detailed
statement of the reasoning on which the
conclusions are based. Any member of
the Board may file a separate report with
additional or dissenting views,
§ 2.207 Administrative record of a Pub.

lic Board of Inquiry.
(a) The administrative record of a

hearing before a Board shall consist of
the following:

(1) All relevant FEDERAL REGISR
notices.

(2) All written submissions pursuant
to § 2.204.

(3) The transcripts of all hearings of
the Board.

(4) The recommended or Initial deci-
sion of the Board.

(b) The record of the administrative
proceeding shall be closed:

(1) With respect to the gathering of
information and data, at the time speci-
fied in § 2.206(l).

(2) With respect to pleadings, at the
time specified in § 2.206(1) for the filing
of a written statement of position with
proposed findings and conclusions.

(c) The Board may, In its discretion,
reopen the record to receive further evi-
dence at any time-prior to the filing of
a recommended or initial decision.
§ 2.208 Examination of administrative

record.

(a) The availability for public exami-
nation and copying of -each document
which Is a part of the administrative
record of the hearing shall be governed
by the provisions of § 2.5(j). Each docu-
ment which Is available for public ex-
amination or copying shall be placed on
public display In the office of the flbar-
ing Clerk promptly upon receipt in that
office.

(b) Lists of nominees and comments
thereon submitted pursuant to § 2,202
(b) (3) shall be subject to the provisions
of § 2.5(j) (3).
§ 2.209 Record for adnmnistrative dccl.

sion.

The administrative record of the hear-
ing specified in § 2.207(a) shall consti-
tute the exclusive record for decision.

Subpart D-Public Hearing Before a
Public Advisory Committee

GENERAL

§ 2.300 Scope of subpart.
(a) Subpart D governs the practices

and procedures applicable whenever:
(1) The Commissioner concludes, in

his discretion, that it Is in the public
interest for a standing or ad hoc policy
or technical public advisory committee,
hereinafter an "advisory committee" or
"eommittee," to hold a public hearing
and to review and make recommenda-
tions with respect to any matter or class
of matters of Importance pending before
the Food and Drug Administration, and
for interested persons to present data,
information, and views at an oral public
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hearing before the advisory committee.
(2) Pursuant to specific provisions in

other sections of this chapter, a matter
pending before the Food and Drug Ad-
ministration is subject to a public Biear-
ing before an advisory committee. Such
specific provisions are:

(i) Section 2.350 relating to review of
a performance standard for an electronic
product by the Technical Electronic
Product Radiation Safety Standards
Committee.

(ii) Section 2.360 relating to review
of the safety of color additives.

(iii) Section 2.370 relating to review
of the safety and effectiveness of human

/prescription drugs.
(iv) Section 330.10 of this chapter re-

lating to review of the safety and effec-
tiveness of over-the-counter drugs.

(v) Section 601.25 of this chapter re-'
lating to review of the safety and effec-
tiveness of biological drugs.

(3) A person who has a right to an
opportunity for a formal evidentiary
public hearing under Subpart B of this
Part waives that opportunity and in lieu
thereof requests pursuant to § 2.117 a
public hearing before a public advisory
committee pursuant to this subpart, and
the'Commissioner, in his discretion, ac-
cepts this request.

(b) In determining whether a group
is a "public advisory committee" as de-
fined in § 2.3(a) (14) and thus gubject
to the requirements of this subpart and
of the Federal Advisory Committee Act,
the following guidelines shall be used:

(1) An adtisory committee may be a
standing advisory committee or an ad
hoc advisorY committee. All standing ad-
visory committees shall be listed in
§ 2.340.

(2) An advisory committee-may be a
policy advisory committee or a technical
advisory committee. A policy advisory
committee advises on broad and general
matters. A technical advisory committee
advises on specific regulatory issues.

(3) An advisory committee includes
any subgroup thereof when it is work-
ing on behalf of the committee. An ad-
visory committee may have members and
consultants.

(4) A committee composed entirely of'
full-time Federal government employees
is not an advisory committee.

(5) An advisory committee shall or-
dinarily have a fixed membership, a de-
fined purpose of providing advice to the
agency on a particular subject, regular
or periodic meetings, and an organiza-
tional structure, e.g., a chairman and
staff, and shall serve as a source of in-
dependent expertise and advice rather
than as a representative of or advocate
for any particular interest.'
(i) A group of persons convened on

an ad hoc basis to discuss a matter of
current interest to the agency, but which
has no continuing function or organiza-
tion, does not involve substantial special
preparation, and does not as a group
issue a report to or advise the agency, is
not an advisory committee.

(ii) A group of two or more agency
consultants meeting with the agency on

an ad hoc basis Is not an advisory
committee.

(ii) A group of experts who are em-
ployed by a private company or a trade
association which has been requested by
the agency to provide its views on a reg-
ulatory matter pending before the
agency Is not an advisory committee.

(iv) A consulting finn hired by the
agency to provide advice regarding a
matter is not an advisory committee.

(6) An advisory committee which is
utilized by the agency is subject to the
requirements of this subpart even though
it was not established by the agency. In
general, a committee is "utilized" by the
agency when' the agency requests advice
or recommendations from the committee
on a specific matter in order to obtain an
independent review and consideration of
the matter, and not when the agency is
merely reeking the comments of all In-
terested persons or of persons who have
a specific interest in the matter involved.

(I) A committee formed by an inde-
pendent scientific or technical organiza-
tion is utilized by the agency if the
agency requests the advice of that com-
mittee rather than of the parent orga-
nization, or if the circumstances show
that the advice given is that of the com-
mittee and not of the parent organiza-
tion. A committee formed by an inde-
pendent scientific or technical organiza-
tion is not utilized by the agency if the
agency requests advice of the organiza-
tion rather than of a committee and if
the recommendations of any committee
formed in response to the agency's re-
quest for advice are'subject to substan-
tial independent policy and factual re-
view by the governing body of the par-
ent organization.

(ii) A committee is not utilized by the
agency if It provides only data and in-
formation, as contrasted with advice or
opinions or recommendations.

(li) The Food and Drug Administra-
tion is charged with seeking out the views
of all segments of the public on enforce-
ment of the laws administered by the
Commissioner. The fact that a group of
individuals. or a committee meets regu-
larly with the agency, e.g., a monthly
meeting with consumer representatives,
does not make that group or committee
an advisory committee. Thus, the pro-
visions of this subpart are not appli-
cable to rbutlne meetings, discussions,
and other dealings, including exchanges
of views, between the agency and any
committee representing or advocating
the particular interests of consumers, in-
dustry, professional organizations, or
others.

(7) The inclusion of one or two agency
consultants who are special government
employees on an internal agency com-
mittee does not make that committee
an advisory commitfee.

(8) A Public Board of Inquiry estab-
lished under Subpart C of this Part or
other similar group convened by agree-
ment between the parties to a regula-
tory proceeding pending before the Food
and Drug Administration, to review and
prepare an initial decision on the issue
In lieu of a formal evidentlary public

hearing, is acting ss an administrative
law tribunal and is not an advisory
committee.

(9) An open public conference or meet-
Ing conducted pursuant to § 2.15(b) is
not an advisory committee meeting.

Cc) The provisions of this subpart ap-
ply only when a committee convenes to
conduct committee business. Site visits,
social gatherings,, informal discussions
by telephone or during meals or while
traveling or at other professional func-
tions, or other similar activities do not
constitute a meeting.

d) An advisor7 committee which is
utilized but not established by the Food
and Drug Administration shall be sub-
ject to the provisions of this subpart only
to the extent of such utilization, and not
with respect to any other activities of
such committee.

(e) Any conference ormeeting between
an employee of the Food and Drug Ad-
ministration and a committee or group
which is not an advisory committee shall
be subject to the provisions of § 2.15 or
other provisions specifically applicable
to such committee or group, e.g. Sub-
part C of this Part for a Public Board of
Inquiry.

f) The provisions of this subpart
shall apply to all Food and Drug Ad-
ministration advisory committees, ex--
cept to the extent that specific stautory
requirements provide otherwise for a par-
ticular committee, e.g., the Technical
Electronic Product Radiation Safety
Standards Committee (TEPRSSC) and
the Board of Tea Experts.
§2.301 Establishment and renewal of

public advisory committees.
(a) A public advisory committee may

be established or renewed whenever it
is necessary or appropriate for such an
advisory committee to hold a public
hearing and to review and make recom-
mendations on any matter pending be-
fore the Food and Drug Administration.
Before an'advisory committee is estab-
lished or renewed It shall first be ap-
proved by the Department pursuant to
45 CFR Part 11 and the Office of Man-
agement and Budget pursuant to duly
promulgated procedures.

(b) Upon the establishment or renew-
al of an advisory committee, the Com-
missioner shall issue in the Fkamxt
RcsTa a notice certifying that the
establishment or renewal of the advisory
committee is In the public interest and
stating the structure, function, and pur-
poses of the advisory committee and, if -
it is a standing advisory committee, shal
amend § 2.340 to add it to the list of-
standing advisory committees. The no-
tice shall be published In the FEDEAL
RE Rma at least 15 days prior to the
filing of the advisory committee charter
pursuant to paragraph (c) of this sec-
tion.

c) No advisory committee shall meet
or take any action until its charter is
prepared and filed as required by section
9(c) of the Federal Advisory Committee
Act. This requirement shall be met by an
advisory committee utllized by the Food
and Drug Administration, even though
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it is not established by the agency, prior
to such utilization.

(d)' An adviory committee not re-
quired by law will be established or'uti-
lized only if it is in the public interest
and only if its functions could not rea-
sonably be performed by other existing
advisory committees or by the Food and
Drug Administration direptly.

(e) An advisory committee shall:
(1) Have a clearly defined purpose.
(2) Have a membership that is bal-

anced fairly in terms'of the points of view
represented in light of the functions to be
performed. Alikhough proportional rep-
resentation is not required, there shall
be no discrimination on the basis of
race, color, national origin, religion, age,
or sex in the selection of advisory com-
mittee members.

(3) Be constituted and utilized pro-
cedures designed to-assure that its ad-
vice and recommendations are not inap-
propriately influenced by any special
Interest or by the Food and Drug Admin-
istration, and are the result of the ad-
visory comiiittee's independent judg-
mcnt.

-(4) Have an adequate staff. The Com-
missioner shall designate an executive
secretary and alternate for every advi-
sory committee, who shall be employees
of the. Food and Drug Administration.
The executive secretary shall be respon-
sible for all staff support for the ad-
visory committee unless other agency
employees are specifically designated for
this function with respect to particular
advisory committees. -

(5) Whenever feasible, include repre-
sentatives of the public interest.
§ 2.302 Termination of public advisory

committees.
(a) A standing. advisory committee

shall be terminated when it is no longer
,needed and in any event shall termi-
nate7 not later than 2 years following its
date of establishment unless it is re-
newed for an additional 2-year period.
An advisory committee may be renewed
for as many 2-year periods as the public
interest requires. The requirements for
establishment of an advisory committee
pursuant to § 2.301 shall also apply. to
renewal of an advisory committee.

(b) Upon termination of any advi-
sory committee the Commissioner shall
issue in the FEDERAL REGISTER a notice
announcing -the termination and the
reasons therefor and, if it is a standing
advisory committee, amending § 2.340 to
delete' it from the list of standing advi-
sory committees.

(c) The Technical Electronic Product
Radiation Safety Standards Committee.
is a permanent statutory advisory com-
mittee established by section 358(f) (1)
(A) of the Public Health Service Act (42
U.S.C. 263f(f) (1) (A)), as added by the
Radiation Control for Health and Safety
Act of 1968, and is not subject to the
termination and renewal provisions of
paragraph (a) of this section, except
that a new charter shall be prepared and
filed at the end of each 2-year period as
provided in § 2.301(c).
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(d) The Board of Tea Experts is a
permanent statutory advisory committee
established by the Tea Importation Act
(21 U.S.C. 42), and is not subject to the
termination and renewal provisions of
paragraph (a) of this section, except
that a new charter shall be prepared and
filed 'at the end of each 2-year period
.as provided in § 2.301(c).

(e) Color additive advisory commit-
tees are required to be established under
the circumstances specified in section
706(b) (5) (C) -and -(D) of the act. A
color additive advisory committee is
subject to the termination and renewal
requirements of the Federal Advisory
Committee Act and of this subpart.
§ 2.303 Purpose of proceedings before a

public advisory committee.

(a) An advisory committee shall be
utilized to conduct public hearings on
matters of importance that come before
the Food, and Drug Administration, to
review the issues involved, and to pro-
vide advice and recommendations to the
Commissioner on such: matters.

(b) The Commissioner shall have sole
discretion with respect to action to be
taken and policy to be expressed on any
matter considered by an advisory com-
mittee.
§ 2.304 Portions of public advisory com-

mittee meetings.
An advisory committee meeting shall

have the following separable portions:
(a) The open public hearing. Every

advisory committee meeting shall in-
clude an open portion which shall con-
stitute a public hearing during which
any interested person may present data,
information, or views, orally or in writ-
ing, relevant to the advisory commit-
tee's agenda or other work. Such hear-
ing shall be conducted in accordance
with § 2.312.

(b) The open committee discussion.
An advisory committee shall discuss any
matter pending before it in an open por-
tiori of its meeting unless the meeting
has been closed with respect to that mat-
terpursuint to § 2:318. To themaximum
extent feasible, consistent with the policy
expressed in § 2.318, an advisory com-
mittee shall condudt its discussion of
pending matters in an open portion. No
public participation is permissible during
this portion of the meeting except with
the consent of the chairman of the ad-
visory committee.

(c) The closed presentation of data.
Data and information which are pro-
bibited from public disclosure pursuant
to the provisions of Part 4 of this chap-
ter and the regulations referenced
therein shall be presented to the ad-
'visory committee in a closed portion of
its nfieeting. If such data and informa-
tion are presented in the form of a sum-
mary which is not prohibited from public
disclosure, such presentation shall not be
made in a closed portion of its meeting

(d) The closed committee delibera-
tions. Deliberations with respect to mat-
ters pending before an advisory commit-
tee may be made in a 6losed portion of

its meeting upon an appropriate deter-
mination by the Commissioner pursuant
to § 2.318.
§ 2.305 Notice of public licaring before

a public advisory commilttee.
(a) Before the first day of each month,

and at least 15 days before any meeting
so annoupced, the Commissioner shall
publish a notice in the FEDERAL ROISTR.a
containing information on all advisory
committee meetings to be held during
the subsequent month, Any advisory
committee meetings for that month
called subsequent to the publication of
the general monthly notice shall -be an-
nounced In the FEDERAL REGISTER on an
individual basis at least 15 days In ad-
vance. The Commissioner may authorize
an exception to the notice requirements
of this section In an emergency or for
other reasons requiring an Immediate -
meeting of an advisory committee, In
which case public notice shall be given
at the earliest time and In the most ac-
cessible form feasible including, when-
ever possible, publication In the FEDERAL
REGISTER.

(b) The FEDERAL REGISTER notice shall
include:

(1) The name of the advisory commit-
tee.

(2) The date, time, and place of the
meeting.

(3) The general function of the ad-
visory committee.

(4) A list of all agenda items, showing
whether each will be discussed in an
open or closed portion of the meeting,

(5) If any portion of the meeting is
closed, a statement of the'time'of the
open and closed portions.

(6) The nature of the subjects to be
discussed during, and the reasons for
closing, any closed portion of the meet-
ng.

(7) The time specifically set aside for
oral statements by Interested persons
and for other public participation,

(8) The name, address, and telephone
number of the advisory committee exec-
utive secretary and any other agency
employee designated as responsible for
the administrative support for the ad-
visory committee.

(9) A statement that written submis-
sions may be made to the advisory com-
mittee at any time. Such submissions
shall be made pursuant to § 2.311(o),

(10) Where a notice Is published In
the FEDERAL REGISTER less than 15 days
before a meeting, an explanation for the
lateness of the notice.

(a) If a public hearing beforo a public
advisory committee Is being used In lieu
of a formal evidentilary public hearing
as provided in § 2.300(a) (3), an Initial
notice of hearing shall be published sep-
arately In the FEDERAL REGISTER contain-
Ing all the information described In § 2.-
117(e). Such a separate notice may also
be published in the FEDERAL RrGISrR
with respect to any other public hearing
before a public advisory committee when
the Commissioner concludes, in his dis-
cretion, that it would be Informative to
the public.
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(d) A list of public advisory- commit-
tee meetings shall be distributed to the
press by the Assistant Commissioner for
Public Affairs.

(e) All public advisory committee
meetings shall be included on the public
calendar described in § 2.21(a).
§ 2.306 Chairman of a public advisory

committee.
(a) The advisory committee chairman

shall have the authority to conduct
hearings and meetings, including the au-
thority to adjourn any hearing or meet-
ing whenever he determines adjourn-
ment to be in the public interest, to dis-,
continue discussion: of a particular mat-
ter; to conclude the open -portion of a
meeting, or to take any other action in
furtherance of a fair and expeditious
hearing or meeting.

(b) If the chairman is not a full-time
employee of the Food and Drug Admin-
istration, the executive secretary of the
advisory committee or other designated

. agency employee, or his alternate, shall
be the designated Federal employee who
is assigned to the advisory committee.
The designated Federal employee is also
authorized to adjourn any hearing or
meeting whenever he determines
adjournment to be in the public interest.

• § 2.307 Meetings of a public advisory
committee.

(a) No advisory committee may con-
duct a meeting except at the call or with
the advance approval of, -and with an
agenda approved by, the designated Fed-
eral employee or his alternate. N o such
meeting-shall be. held in the absence of
such designated Federal employee.

(1) If any matter is added to the agen-
da after its publication in the FEDERAL
REGISTER pursuant to § 2.303(b) (4), an
attempt shall be made to so inform any
person known to be interested in such
matter, and the addition of such matter
shall be announced at the beginning of
the open portion of the meeting.

(2) The advisory committee meeting
shall be conducted in accordance with the
approved final agenda insofar as is prac-
tical.

(b) Advisory committee meetings shall
be held at places that are reasonably
accdssible to members of the public. All
advisory committee meetings shall be
held in Washington, DC, or Rockville,
MD, or the immediate vicinity, unless
the Commissioner receives a written re-
quest from the advisory committee for,
and approves, a different location. A 4lf-
ferent location may be approved when
one or more of the following applies:
* (1) The total cost of the meeting to

the government will be reduced.
(2) A substantial number of the advi-

sory committee members will be at the
location at no expense to the Food and
Drug Administration for other reasons,
e.g., for a-meeting of a professional asso-
,ciation.'

. (3) It is a central location which is
more readily accessible to advisory com-
mittee members.

(4) There is a need for increased par-
ticipation available at that location.

(5) The advisory committee wishes to
review work or facilities in a specific lo-
cation.

(c) Advisory committee members may,
with the approval of the Food and Drug
Administration, conduct onsite visits
relevant to the work of the advisory com-
mittee.

(d) A quorum for an advisory com-
mittee shall be a majority of the current
voting members of the advisory com-
mittee, except as provided in § 2.352(c)
for TEPRSSC. Any matter before the ad-
visory committee shall be decided by a
majority vote of the voting members
present at the time, except that the des-
ignated Federal offcial may require that
any final report-be voted upon by all
current voting members of the advisory
committee. Any current voting member
of the advisory committee may file a sep-
arate report with additional or minority
views.

(e) Subject to availability of space,
any interested person may attend any
portion of any advisory committee meet-
ing which is not closed.

(f) Whenever feasible, meetings shall
be held in government facilities or other
facilities involving the least expense to
the public. The size of the meeting room
shall be reasonable, considering such fac-
tors as the size of the advisory commit-
tee, the number of members of the pub-
lic who could be expected to attend a
particular meeting, the number of per-
sons who attended or sought to attend
similar meetings in the past, and the re-
sources and facilities available.

(g) Any portion of a meeting shall be
closed by the advisory committee chair-
man when matterg which have been de-
termined by the Commissioner to be
closed in accordance with § 2.318 are to
be discussed. Where a portion of the
meeting is closed, the closed portion shall
be held after the conclusion of the open
portion whenever practicable.

(h) Any advisory committee member
may take notes during advisory commit-
tee meetings and report and discuss ad-
visory committee deliberations after a
meeting is completed and before official
minutes or a report are available, within
such rules and regulations as are adopted
by the Food and Drug Administration
and by the advisory committee with the
concurrence of the Food and Drug Ad-
ministration, including all of the
following:

(1) There shall be no attribution of
individual views expressed in a closed
session or revealing of numerical votes.

(2) There shall be no reporting or
discussion with respect to any particular
matter where the advisory committee or
the Food and Drug Administration spe-
cifically so directs, e.g., where dellbera-
tions are incomplete or involve a sensi-
tive regulatory decision which requires
preparation for Implementation.

(3) There shall be no reporting or dis-
cusslon with respect to data or informa-
tion prohibited from public disclosure
pursuant to § 2.316.

(4) Any notes or minutes kept or re-
port prepared by any advisory commit-
tee member shall have no status or effect

whatever unless adopted as or -incorpo-
rated into the official minutes or report
by the advisory committee. It shall-be
the responsibility of each advisory com-
mittee member to make certain that the
official minutes and reports are complete
and accurate and fully reflect what hap-
pened at~any meeting he attended.
§ 2.308 Consultation by a public advi-

sory committce with other persons.
(a) An advisory commitfee may con-

sult with any person who may have-data,
information, or views relevant to any
matter pending before the advisory
committee.

(b) Any interested person may submit
to the advisory committee a written re-
quest that It consult with specific persons
who may have data, information, or
views relevant to any matter pending
before the advisory committee. Such re-
quest shall state why the specified person
should be consulted and why the views
of that person cannot reasonably be fur-
nished to the advisory committeeby any
other means. The advisory committee
may, in Its discretion, grant or deny such
a request.
§ 2.309. Additional rules for a particular

public advisory committee.
(a) In addition to the rules established

for all Food and Drug Admiiltration ad-
visory committees in this subpart, any
advisory committee may, with the con-
currence of the designated Federal of-
flcal, adopt additional rules which are
not inconsistent with this subpart or with
applicable legal requirements.

(b) Such additional xules shall be in-
cluded in the minutes of the meeting
when adopted and in the materials com-
piled pursuant to § 2.310 and shall be
available for public disclosure pursuant
to § 2.317(c).
§2.310 Compilation of materials for

members of a public advisory com.
mitteci

The Commissioner, shall prepare and
provide to all advisory committee mem-
bers a compilation of materials bearing
upon an advisory committee member's
duties and responsibilities, including:

(a) All applicable conflict of inter-
est laws and regulations and a summary
of their principal provisions.

(b) All applicable laws and regula-
tions relating to trade secrets and con-
fidential commercial or financial infor-
mation that may not be disclosed pub-
licly and a summary of their principal
provisions.

(c) All applicable laws, regulations,
and guidelines relating to the subject.
matter covered by the advisory commit-
tee and a summary of their principal
provisions.

(d) All applicable laws, regulations,
advisory committee charters, FExnRAL
REGISTER notices, curricula vitae, rules
adopted by the advisory committee, and
other material relating to the formation,
composition, and operation of the advi-
sory committee, and a summary of their
principal provisions.

(e) Instructions on whom to contact
when any questions arise.
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(f) Such other material relating to the
Food and Drug Administration and the-
subject matter covered by the commit-
tee as may facilitate the work of the
advisory committee.
§ 2.311 Written submissions to a public

advisory committee.
(a) Ten copies of all written submis-

sions for an advisory committee shall be
sent to the executive.sepretary-of the ad-
visory committee, unless an applicable
FEDERAL REGISTER notice or other regua-
tions in this chapter specify otherwise.
All such submissions shall be subject to
the provisions of, §.2.5, except that no
copies need be sent to the Hearing Clerk.

(b) At the request of an advisory com-
mittee, or on his own initiative, the Com-
missioner may at any time issue in the
FEDERAL REGISTER a notice requesting the'
*submission to the advisory committee of
written data, information, and views per-
tinent to any matter being -reviewed by
'an advisory committee. Such notice may
specify the format-in which the submiz-
sion shall be made, the number of copies
to be submitted, and the time within
which submission shall be made.

(c) Any interested person may submit
to an advisory committe6 written data,
information, or views on any matter be-
ing reviewed by that advisory commit-
tee. Voluminous data shall be accom-
panied by a summary.

(1) Any such submission shall be dis-
tributed to each advisory committee
member, either by mail or at the next
advisory committee meeting, and shall
be considered by the advisory committee
in its review of tle matter.

(2) An advisory committee may estab-
lish, and shall give public notice of, a
cut-off date after which submissions re-
lating to any matter shall no longer be
received or considered.

(d) The Commissioner shall provide
to an advisory committee all data and
information he concludes to be relevant
to any matter being reviewed by the ad-

.vlsory committee. Any member of the
advisory committee shall, upon request,
also be provided any additional material
available to the Food and Drug Admin-
istration which he bielieves appropriate
for an independent judgment on the
matter, e.g., raw data underlying any
summary or report, or a briefing on the
legal aspects of the matter.
§ 2.312 Conduct of a public hearing be-

fore a public advisory committee.
(a) For each advisory committee

meeting, the open portion for public
participation which constitutes a public
hearing pursuant to § 2.304(a) shall be
at least 1 hour long unless the public par--
ticipation does not last that long, and
may last for whatever longer time the
advisory committee chairman determines
will facilitate the work of the advisory
committee. The FEDERAL REGISTER no-
tice published pursuant to § 2.303 shall
designate the time specifically reserved

p for such public hearing, which shall-
ordinarily be the first portion of the
meeting. Further public participation in
any open portion of the meeting pur-
suant to § 2.304(b) shall be solely at the
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discretion of the advisory committee the time allotted for any person without
Chairman. his consent.

(b) Any interested person who wishes (g) Public participants may question
to be assured of the right to make an an advisory committee member only with
oral presentation at a particular advis- that advisory committee member's per-
ory committee hearing shall so inform mission and only about matters before
the executive .secretary of the advisory the advisory committee.
committee or other designated agency (h) The hearing shall be informal in
employee, orally or in writing, prior to nature, and the rules of evidence shall
the advisory committee meeting. not apply. No motions or objections relat-

(1) Such person shall state the gen- ing to the admissibility of data, Informa.-
eral nature of the presentation and the tion, and views shall be made or con-
-approximate time requested. Whenever sidered, but other participants nay
possible, all written data and informa- comment upon or rebut all such dicta,
tion to be discussed by that person at information, and views. No participant
the advisory committee hearing shall be may interrupt the presentation of an-
furnished in advance to the executive other participant at any hearing for any
secretary or other designated agency em- reason.
ployee. Such written material shall be § 2.313 Minutes and reports of pubic
mailed to the advisory committee mere- advisory committee mectins.
bers in advance of the committee meet- at
ing if time permits, and otherwise will (a) The executive secretary or other
be distributed to-the advisory committee- designated agency employee shall pre-
members when they arrive for the meet- pare detailed minutes of all advisory
ing. Such fiailing or distribution shall committee meetings, except that less do-
be undertaken only by the agency unless tailed minutes may be prepared for open
the agency specifically permits the per- portions of meetings which are tran-
son making the presentation to mail or scribed or recordedby the agency. Their
distribute such material, accuracy shall be approved by the advil-

(2) Prior to the advisory committee sory committee and certified by the advi-
hearing, the executive secretary or other sory committee chairman. Such approval
'designated agency employee-shall deter- and certification may be accomplished by
mine 'the amount of time allocated to mail and by telephone.
each person for his oral presentation (b) The minutes shall include:
and the timd that oral presentation is (1) The time and place of the meet-

'scheduled to begin. Each such person ing.
shall be so informed in writing, or if the (2) The advisory committee members,
time prior to the hearing is short, by committee staff, and agency employeea
telephone. Joint presentations may be present, and the names and affiliations
required by persons with common in- or interests of public participants in the
-terests. meeting.

(c) The chairman of the advisory com- (3) A copy of or reference to all writ-
mittee shall preside at the hearing pur- ten information made available fobr con-
suant to § 2.306 and shall. be accom- sideration by the advisory committee at
panied by other advisory committee' such proceedings.
members who shall serve as a panel in (4) A complete and accurate descrip-
-conducting the hearing., lion of matters discussed and conclusions

(d) Each person may use his allotted reached. Such description shall be kept
timd in whatever way he wishes, consist- separately for the following portions of
-ent with a reasonable and orderly hear- the meeting to facilitate their public dis-
ing. A person may be accompanied by any closure: The open portions specified In
number of additional persons, and may § 2.301 (a) and (b), any closed portion
present any written data, information, 'during which a presentation Is made pur-
or views for inclusion in'the record of the suant to § 2.304(c), and any closed do-
hearing, subject to the requirements of liberativ portion pursuant to § 2.304(d).
§ 2.311(c). The minutes of a closed deliberative por-

e) If a person Is not present at the Lion of a meeting shall not refer to ad-
time specified for his presentation, the visory committee members by name, ex-
persons following will hppear in order cept upon their request, or to data or
An attempt will be made to hear am; information described in § 2.316(b). Any
such person at the conclusion of the, such inadvertent references which do
hearing. Any interested persons attend- occur shall be deleted prior to public dis-
ing the hearing who did not request an closure.
opportunity to make an oral presentation (5) A copy of or reference to all re-
shall be given an opportunity to make an ports received, Issued, or approved by the
oral presentation at the conclusion of the advisory committee,
hearing, in the discretion of the chair- (6Y The extent to which the meeting
man of the advisory committee, to the was open and closed to the public.
extent that time permits. (7) The extent of public participation,

(f) The chairman and othermembers "including a list of members of the public
of the advisory committee may question who presented oralor vritten statements.
any person during or at the conclusion (c) For all advisory committee meet-
'of his presentation. No other person at- Ings any portion of which is closed, ci-

- ther. (1) the minutes of the closed por-tending the hearing may question a per- 'tion shall be available for public dis-
son making a presentation, Tho chair- closure pursuant to § 2.316 (a) (0) (1), or
man may allot additional time to any - (2) If pursuant to § 2.316 (a). (6) (11) such
person when he concludes that it is in minutes are not promptly available, the
the public interest, but may not reduce executive secretary or other designated
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-agency employee shall prepare a brief
summary of the matters considered in
such manner as is informative to the
public, consistent with the policy of 5
U.S.C. 522(b).
(d) Where a significant portion of the

meetings of an advisory committee is
closed, the advisory. committee shall is-
sue a report at least annually setting
forth a summary of its activities and
such related matters as Would be infor-
mative to the public consistent with the
policy of 5 U.S.C. 552(b). Such report
shall be a compilation of or be prepared
from the individual reports on closed
portions of meetings prepared pursuant
to paragraph (c) of this section.
(e) The executive se6retary of each

advisory committee or other designated
agency employee shall, with the approval
of the advisory committee, prepare an
annual report describing its membership.
functions, recommendations, and other
actions.
§ 2.314. Transcripts of public advisory

committec meetings.
(a) A transcript or recording is not

required for any portion of an advisory
committee meeting.

(b) Each advisory committee shall
decide whether any portion or all of its
meetings shall be transcribed or re-

- corded and, if so, by what means. Any
such transcription or recording shall be
arranged by the agency.

(c If a transcript or recording of an
open portion of an advisory committee
meeting is made by the Food and Drug
Administration, or -is made by any In-
terested person and is submitted to the
Food and Drug Administratiori, it shall
be included in the record of the advisory
committee proceedings.
(d) If a transcript or recording of-any

closed portion of an advisory committee
meeting is made by the Food and Drug
Administration, it shall not be included
in the administrative record of the ad-
visory committee proceedings. Any such
transcript or recording shall be retained
as confidential by the Food and Drug
Adminigtration and shall not be dis-
carded or erased. The, chairman of the
advisory committee may, in his discre-
tion, permit discussion without tran-
scription or recording during any closed
portion of an advisory committee meet-
ing that is otherwise being transcribed or
recorded.

(e) Any transcript or recording of an
advisory committee 'meeting or portion
thereof which-is-publicly available pur-
-suant to this section shall be available
at actual cost of duplication, which
-shall be, where applicable, the fees es-
tablished in § 4.42 of this chapter. The
,Food and Drug Administration may fur-
-nish the requested transcript or record-
ing for copying to a private contractor
whoshall charge directly for the cost of
copying pursuant to § 4.51 of this chap-
ter.

(f) Any person attending any open
portion of an advisory committee meet-
ing may, consistent with the orderly con-
duct of the meeting, record or otherwise
take his own transcript of the meeting.

No person attending any closed portion those minutes or portions thereof is
of any advisory committee meeting may acted upon by the Commissioner, or
record or otherwise take his own tran- upon a determination by the Commis-
script of the meeting, except for an off1- sloner that such minutes or portions
cial transcript or recording arranged by thereof may be made available for pub-
the Food and Drug Administration. lc disclosure without undue interfer-
§ 2.315 Admnisirative record o a 1 ub- ence with agency or advisory committee

lic hearing before a public advisory operations.
7) Any formal advice or report of the

- conmuittee, advisory committee, after it has been
- (a) Advice or recommendations of an acted upon, I.e., approved, disapproved,

advisory committee shall be given only or rejected as inadequate, by the Corn-
on-matters covered In the administrative missioner, or upon a determination by
record of the advisory committee's pro- the Commissioner thatsuch formal ad-
ceedings. Except as specified otherwise in vice or report may be made available for
regulations in this chapter, such admin- public disclosure without undue interfer-
istrative record shall consist of all of the ence with agency and/or advisory con-
following: mittee opirations. Such formal advice

(1) Any, transcript or recording that or report may be retained as confiden-
was made of any open portion of a meet- tial while it is under active advisement.
ing relating to the matter. (8) Any other advisory committee rec-

(2) The minutes-of all portions of all ords relating to the matter involved, ex-
advisory committee meetings relating to cept transcripts and recordings of closed
the matter, after -any deletions pursuant portions of advisory committee meetings,
to § 2.313(b) (4). after the advice or report of the advisory

(3) All written submissions made to committee. relevent to those records is
and data and Information considered by acted upon by the Commissioner, or upon
the advisory committee relating to the a determination by the Commissioner
matter. that such records may be made available

(4) All reports made by the advisory for public disclosure without undue in-
committee relating to the matter. terference with agency or advisory com-
. (b) The record of the administrative mittee operations.
proceeding shall be closed at the time the (b) The following data and informa-
advisory committee renders Its advice or tion contained in the administrative rec-
recommendations or at any earlier time ord shall not be available-for public ex-
specified by the advisory committee or aminatlon or copying except as provided
in other sections In this chapter. lb § 2.117(g) :
§ 2.316 Fxanulnation of admdnistrative (1) Material provided to the advisory

record and other advi.or~ conmmittee committee by theFood andDrug Admin-
records. nIstratlon which is exempt from public

disclosure pursuant to the provisions of
(a) The administrative record and Part 4 of this chapter and the regula-

other advisory committee records shal tions referenced therein.
be available for public disclosure pursu- (2) Material provided to the advisory
ant to the provisions of Part 4 of this committee by a person making a pres- -
chapter, except as provided In paragraph eltation described in § 2204(c) and
(b) of this section, at the following time: which is prohibited from public disclo--(1) The written Information made sure pursuant to the provisions of Part
available for consideration by the ad- 4 of this chapter and thd regulations r-
visory committee at any meeting, at the erenced therein.
same time. (c) The Public Records and Docu-

(2) The transcript or recording of any ments Center shall maintain a file for
open portion of a meeting, as soon as each advisory committee containing the
itis available, following principal records, of that ad-

(3) The minutes of any open portion visory committee for ready access by the
- of a meeting, after they have been ap- public: The advisory committee charter,
proved by the advisory committee and a list of advisory committee members
certified by the advisory committee and their curricula vitae, the minutes of
chairman. advisory committee meetings, and any

(4) The brief summary of any closed formal advice or report of the advisory
portion of a meeting prepared pursuant committee.
to § 2.313(c), as soon as It Is available.

(5), All 'written data, information, or § 2.317 Public inquiries and requests for
views submitted to the advisory commit- public adisory committee records.
tee at any open portion of a meeting, as (a) Public inquiries on general advi-
soon as they are so submitted. sory committee matters, except requests

(6) The minutes or portions thereof for records, shall be directed to: Corn-
of any closed executive portion of a mittee Management Officer (HFS-20).
meeting: Office of the Associate Commissioner for

(J) For any matter not directed to be Science, Food and Drug Administration,
maintained as confidential pursuant to 5600 Fishers Lane, Rockvlle, ]MD 20852.
§ 2.307(h) (2), after they have been ap- (b) Public inquiries on matters re-
proved by the advisory committee and lating to a specific advisory committee,
certified by the advisory committee except requests for records, shall be di-
chairman. rected to the executive secretary of the

(ii) For any matter directed to be advisory committee or other designated
maintained as confidential pursuant to agency employee as listed in the FDrr.AL.
§ 2.307(h) (2), after the advice or report . Rrasxrr notices published pursuant to
of the, advisory committee relevant to § 2.303.
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(c) All requests for public advisory
committee records, including minutes,
shall be made to the Food and Drug Ad-
ministration Public Records and Docu-
ments Center pursuant to § 4.40 and the
related provisions of Part 4 of this
chapter.
§ 2.318 Determination to close portions

of public advisory committee meet-
ings.

(a) No advisory committee meeting
shall be entirely closed. A portion of an
advisory committee meeting may be

'closed only pursuant to a determination
made in writing by the Commissioner,
stating the reasons ther6for, in accord-
ance with this section.

(b) The executive secretary of an ad;-
visoty committee or other designated
agency employee shall prepare the initial
request for a determination to close a
portion of an advisory committee meet-
ing, specifying the matter(s) to be dis-
cussed during the closed portion and the
reasons whZ the portion should be closed.
The Commissioner, based upon this re-
quest and with the concurrence of the
Chief Counsel, shall determine whether
to close a portion of an advisory commit-
tee meeting. Such a determination may
be made with respect to a single meeting
or, where appropriate, a series of meet-
ings. The reasons for closing a portion
of a meeting shall be made in the FED-
ERAL REGISTER notice of the meeting pub-
lished pursuant to § 2.305 in accordance
with the following rules:

(1) Any determination to close a por-
tion of a meeting shall restrict such
closing to the shortest possible time con-
sistent with the policy established in this
section.

(2) Portions of meetings devoted to the
review, discussion, evaluation, or rank-
ing of grant applications, contract pro-
posals, or performance by grantees and
contractors shall be closed.

(3) Portions of meetings during which
matters are considered that are prohib-
ited from public disclosure pursuant to
the provisions of Part 4 of this chapter
and the regulations reference therein
shall be closed.

(4) Portions of meetings during which
matters are considered that are exempt
from public disclosure pursuant to '5
U.S.C. 552(b) may be closed if the Com-
missioner determines that:
(i) It involves discussion of existing

documents falling within 5 U.S.C. 552
(b) (1) through (4) and (6) through
(9) or matters that, if in writing, would
fall within 5 U.S.C. 552(b) (1) through
(4) and (6) through (9).

(ii) It involves discussion of existing
documents falling within 5 U.S.C. 552
(b) (5) and § 4.62 of this chapter (inter-
agency or intragency memoranda or let-
ters which would not be available by law
to a party other than an agency in litiga-
tion with the agency) or matters that, if
in writing, would fall within 5 U.S.C. 552
(b) (5) and § 4.62 of this chapter, and
it is essential to close such portion of such
meeting to protect the free exchange of
internal views and to avoid undue inter-

PROPOSED RULES

ference with agency or advisory commit-
tee operations.

(5) Examples of portions of advisory
committee meetings which ordinarily
may be closed include the review, discus-
sion, and evaluation of specific investiga-
tional or marketed drugs and devices
which are intended to result in recom-
mendations for regulatory decisions
under the laws administered by the Com-
missioner, deliberative sessions to formu-
late advice and recommendations to the
agency, review of confidential data and
information, consideration of matters in-
volving investigatory files compiled for
law enforcement purposes, and review of
matters involving personal privacy.

(6) Examples of advisory committee
meetings which ordinarily shall not be
closed include the review, discussion, and
evaluation of general preclinical and
clinical test protocols and procedures for
a class of drugs or devices, consideration
of labeling requirements for a class of
marketed/ drugs and devices, review of
data and information on specific investi-
gational or marketed drugs and devices
which have previously been made public,
and presentation of any other data or in-
formation which is not exempt from pub-
lic .lisclosure pursuant to the provisions
of Part 4 of this chapter and the regula-
tions referenced therein.

(7) No portion of an advisory com-
mittee meeting devoted to matters other
than those designated in paragraph (b)
(1) through (4) of this section may be

,closed, and no portion of a meeting of
the Technical Electronic Product Radia-
tion Safety Standards Committee may
be closed, except in accordance with
§ 2.354.

(8) A matter which is properly con-
sidered in an open portion of an advisory
committee meeting may instead be con-
sidered in a closed portion only if it'is so
inextricably intertwined with matters to
be discussed in a closed portion that it is
not feasible to separate them or discus-
sion of the matter in an open portion
would compromise or impinge upon the
matters to be discussed in the closed por-
tion.

(c) A closed portion of an advisory
committee meeting shall be attended only
by advisory committee members and Fed-
eral Government Executive Branch em-
ployees and consultants, except as pro-
vided in § 2.304(c) for "presentation of
data and information which are pro-
hibited from public disclosure pursuant
to the provisions of Part 4 of this chapter
and the regulations referenced therein.
Any -person making a presentation de-
scribed in § 2.304(c) may be accompanied
by a reasonable number of employees,
consultants, or other persons withwhom
he has a commercial arrangement within
the meaning of § 4.81(a) of this-chapter.
If any person other than an advisory
committee member or a Federal Govern-
ment Executive Branch employee or spe-
cial government employee or a person
making a presentation described in
§ 2.304(c) attends a portion of an ad-
visory committee meeting, that portion
shall be open to attendance by any in-
terested person.

§ 2.319 Administrative remedies.
Any person who alleges noncompliance

by the Commissioner or an advisory com-
mittee with any provision of this subpart
or the Federal Advisory Committee Act
may pursue the following administrative
remedies.

(a) If the person obJects to any action,
including a failure to act, other than de-
nial of access to an advisory committee
document, he shall submit a petition in
the form and~pursuant to the require-
ments specified in § 2.7. The provisions of
§ 2.11 relating to exhaustion of adminis-
trative remedies shall be applicable,

(1) If the person objects to past ac-
tion, the petition shall be submitted
within 30 days after the action objected
to. If the Commissioner determines that
there was noncompliance with any pro-
vision of this subpart or of the Federal
Advisory Committee Act, he shall grant
any appropriate relief and shall take ap-
propriate steps to prevent Its recurrence
in the future'(2) If the person objects to proposed
future action, the Commissioner shall ex-
pedite his review of the petition and
shall make a reasonable effort to render
a decision prior to the action which Is
the subject of the petition.

(3) If the person objects to action that
is imminent or is occurring and which
could not reasonably have been antici-
pated in advance, e.g., the closing of a
portion of a meeting which Is made
known for the first time on the day of
the meeting, the matter may be handled
by an oral petition in lieu of a written
petition.

(b) 'If the person objects to a denial
of access to an advisory commhittee docu-
ment, administrative review shall be pur-
sued in accordance with the procedures
established by the Department of Health,
Education, and Welfare under 45 CMI
5.82.
§ 2.320 Applicability to Congress.

The provisions -of this subpart shall
apply to Congress, individual members
of Congress, and other employees or rep-
resentatives of Congress, in the same way
that they apply to any other member of

- the public, except that disclosure of ad-
visory committee records to Congresm
shall be governed by the provisions of
§ 4.87 of this chapter.
§ 2.321 Committees working pursuant to

a contract with the Food and Drug
Administration.

(a) The Food and Drug Administra-
tion may enter into contracts with inde-
pendent scientific or technical prganiza-
tions to obtain advice and recommenda-
tions on particular matters, and such
organizations may in turn undertako
such work through existing or new con-
mittees. Whether a partcufar committee
working pursuant to such a contract
Is a public advisory committee and thus

- subject to all of the provisions of the
Federal Advisory Committee Act and this
subpart will depend upon application of
the criteria and principles established In
§ 2.300(b).
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-(b) The following minimum standards
shall apply to any committee of an inde-
pendent scientific or technical organiza-
tion which is working pursuant to a con-
tract initially executed with the Food
and Drug Administration subsequent to
July 1, 1975, but which is determined
not to be a public advisory committee:

(1) The committee shall give public
notice of its meetings and agenda, and
shall provide any interested person an
opportunity to submit data, information,
and -views, in writing at any time, and
orally at'specified times, relevant to the
matter which is the subject of the con-
tract. Such notice may be published. in
the F2DERAL REGiSTER or disseminated by
any other reasonable means, and shall
in any event be filed with the Hearing
Clerk not less than 15 days before the
meeting. The length of time permitted
for-oral presentations and the extent to
which the committee meets in open ses-
sion other than for such oral presenta-
tions is'in the discretion of the com-"
mnittee.

(2) Minutes of all open sessions shall
be maintained, to which shall be attached
all written submissions made to the com-
mittee in open session. After approyal,
such minutes shall be forwarded to the
Hearing Clerk and placed on public dis-
play. The extent to which'the committee
maintains minutes of closed sessions is
at the discretion of the committee.

(3) In selecting the members of the
Committee, the organization involved
shall apply the same principles relating
to conflicts of interest as the Food and
Drug Administration does In establishing
a public advisory committee. Such prin-
ciples are set out or cross-referenced in
this subpart and in Subpart G of this
Part. Upon request, the Food and Drug
Administration will assist or provide
guidance to any such organization in
meeting this requirement.
§ 2.322 Appliction of anticancer

clauses.

Whenever the Commissioner concludes
that it's appropriate to obtain an in-
dependent review of any scientific issue
involving application of the anticancer
clauses in section 409(c) (3) (A), 512(d)
(1)'(H), or 706(b) (5) (B) of the act, in-
cluding whether a substance has been
found to induce cancer when ingested by
man or animal, and whether a substance
has been found, after appropriate tests
other than ingestion, to induce cancer in
man or animal, he shall ordinarily refer
such matter to the Toxicology Advisory
Committee" which -shall hold a public

-hearing and provide advice and recom-
mendations -to the Commissioner on such
matter, except as specifically required
by the provisions of section 706(b) (5)
(C) of the act and § 2.363(a) (2) relating
to color additives. -
MmEms oF PuLICADVISORY Com Erms

§ 2.330 Qualifications for members of
standing policy and technical -advi.
sorycomnittees."

- (a) Members of-poUlcy advisory com-
mittees, which advise the Commissioner
on broad and general matters, shall pos-
sess the following qualifications:

(1) Policy advisory committee mem-
bers shall possess diverse Interests, edu-
cation, training, and experience. Tech-
nical expertise In the subject matter with
which the advisory committee Is involved
shall not be a requirement.

(2) Policy advisory committee mem-
bers are special government employees
and &re subject to the conflict of interest
laws and regulations. The Commissioner
has determined that' because members
representing particular Interests, eg., a
representative of labor, industry, con-
sumers, or agriculture, are included on
advisory committees specifically for the
purpose of representing such interests,
any financial Interest covered by 18
U.S.C. 208(a) in the class which the
member represents Is Irrelevant to the
services which the government expects
from them and thus Is hereby exempted
pursuant to 18 U.S.C. 208(b) as too re-
mote and inconsequential to affect the
integrity of their services.

(3) All members of policy advisory
committees shall be voting members.

(b) Members of technical advisory
committees, which advise on specific reg-
ulatory issues, shall possess the follow-
ing qualifications: -

(1) Voting members of technical advi-
sory committees:

(I) Shall possess expertise In the par-
ticular subject matter with which the
committee is concerned. Members shall
have diverse professional education,
training, and experience so that the com-
mittee will reflect a balanced composition
of sufficient scientific expertise to handle
the problems that come before It.

(i) Are special government employees,
subject to the conflict of interest laws
and regulations.

(2) The Commissioner may, In his dis-
cretion, provide for nonvoting members
of a technical advisory committee to
serve as representatives of and liaison
with interested organizations. Nonvot-
ing members of technical advisory com-
mittees:

(I) Shall be selected by the interested
organizations, as provided in 52.332.
Technical expertise in the subject matter
with which the advisory committee is In-
volved shall not be a requirement.

(tD Are special government employees
subject to the conflict of interest laws
and regulations, except as provided in
i 2.332(e).

(c) No person may serve as a voting
or nonvoting member on more than one
Food and Drug Administration advisory
committee unless the Commissioner de-
termines in writing that such dual mem-
bership will facllitate'the work of the
committees involved and Is In the public
interest.

(d) Members of Food and Drug Ad-
ministration advisory committees and
-the chairman thereof shall be appointed
fiom among those nominated pursuant
to § 2.331 end 2.333 and from any other
sources by the Secretary, the Assistant
Secretary for Health, or the Commis-
sioner, pursuant to duly promulgated
procedures and delegations of authority.

(e) Members appointed to an advisory
committee shall continue to serve for the
duration of the advisory committee, or

until their terms of appointment ex-
pire, they resign, or are removed from
membership by the Commissioner.

(f) An advisory committee member
may be removed from membership by
the Commissioner for good cause. Good
cause shall include excessive unjustified
absenteeism from advisory committee
meetings, a demonstrated bias which in-
terferes with the ability to render objec-
tive advice, failure to abide by the pro-
cedures established in this subpart, or
violation of other applicable rules and
regulations, eg., for nonvoting members,
the provisions of § 2.333(c).

"§ 2.331 Nominations of voting members
of standing advisory committees.

(a) The Commissioner shall publish
one or more notices In the FEDmuL Ra-
isma each year requesting nominations
for voting members of all existing stand-
Ing advisory committees. Each such
notice shall list separately the standing
advisory committeed covered by the no-
tice in which It Is known that vacancies
will occur during the next 12 months
and In which vacancies are not expected
but may occur. The notice shall invite
the submission of nominations for voting
members for any vacancies from any
Interested individual as well as from
consumer, industry, and professional or-
ganizations for the advisory committees
listed.

(b) The notice published In the P;E-
EAL REGisTm announcing the estab-
lishment of a new standing advisory
committee pursuant to § 2.301(b) shall
Invite the submission of nominations for
voting members for such advisory com-
mittee.

(c) Any interested person may nomi-
nate one or more qualified persons as
a member of a particular advisory com-
mittee. Nominations shall specify the
advisory committee for which the nomi-
nee is recommended. A complete cur-
riculum vitae of the nominee shall be
included. Nominations rhall state that
the nominee Is aware of the nomination,
Is willing to serve as a member of the
advisory committee, and appears to have
no conflict of interest which would pre-
clude committee membership.

(d) Voting members of standing tech-
nical advisory committees shall serve as
individuals and not as representatives
of any group or organization which nom-
inated them or with which they may be
afiliated.
§ 2.332 Nominations and selection of

nonvoting menmbers of standing
technical advisory committees.

(a) The provisions of this section shall
apply whenever the Commissioner con-
cludes, In his discretion, that a standing
technical advisory committee should in-
clude nonvoting members In order to
represent and sr ve as a liaison with in-
terested Individuals and organizations.

(b) Except where the Commissioner
determines otherwise, non-voting mem-
bers of a standing technical advisory
committee shall be limited to one mem-
ber selected by consumer groups and
organizations and one person selected
by industry groups and organizations.
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(c) With respect to any nonvoting
member representing consumer Inter--
ests, the Commissioner shall publish a
notice in the FEDERAL REGMSTER request-
Ing nominations for each specific stand-
ing technical advisory committee for
which he has determined that nonvoting
members are appropriate.

(1) A period of 60 days shall be per-
mitted for submission of such nomina-
tions for that particular advisory com-
mittee. Any interested person may nomi-
nate one or more qualified persons as
a nonvoting member of a particular ad-
visory committee to represent consumer
interests. Interested persons may, in ad-
dition, nominate one or more qualified
persons for general consideration ae a
nonvoting member of any advisory com-
mittee to represent consumer interests.
All nominations shall be submitted in
writing to Director, Office of Consumer
Programs (HFG-1), Office of Assistant
Commissioner for Professional and Con-
sumer Programs, Food and Drug Admin-
istration, Rm. 15B-41, 5600 Fishers Lane,
Rockville, MD 20852.

(2) A complete curriculum vitae of
any nominee shall be included. Nomina-
tions shall state that the nominee is
aware of the nomination, is willing to
serve as 9 member of an advisory com-
mittee, and appears to have no conflict
of interest. If a nominee is interested
only in a particular advisory committee,
the nomination shall so state. f a
nominee is interested in becoming a
member of'any advisory committee, the
nomination shall so state. Nominations
which do not comply with the require-
ments of this paragraph shall not be
considered.

(3) The Director, Office of Consumer
Affairs, shall compile a list of organiza-
tions representing consumers or other-
wise involved in consumer affairs, who
shall be entitled to vote upon the
nominees. Any organization which qual-
ifies as a consumer orgarmzation may be
included on such list upon request.

(4) After the time for nominations
has expired, the curriculum vitae for
each of the nominees shall be sent to
each of the organizations on the list
compiled pursuant to paragraph (c) (3)
of this section and to any other person
submitting a nomination, together with
a ballot to be filled out and returned
within 30 days. After the time for return
of the ballots has expired, the ballots
shall be counted and the nominee who
has received the highest number of votes
shall be selected as the nonvoting mem-
ber representing consumer interests for
that particular advisory committee. In
the event of a tie, the Commissioner
shall select the winner by lot from
among those tied for the highest number
of votes.

(d) With respect to any nonvoting
member representing industry interests,
the Commissioner shall issue in the
FEDERAL REGISTER, for each specific
standing technical advisory commitee
for which hQ has determined that non-
voting members are appropriate, a no-
tice requesting that any industry orga-
nization Interested in participating in
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the selection of an apprdpriate non-
voting member representing industry in-
terests send a letter stating that in-
terest to the Food and Drug Adminis-
tration.employee designated in the no-
tice within 30 days. After the time for

jsuch expression of interest has expired,
a letter shall be sent to each'organiza-
tion which has expressed such an inter-
est, attaching a complete list of all such
organizations, and stating that it is
their responsibility to consult with each
other in selecting a singld nonvoting
member representing Industry interests
for that particular advisory- committee
within 60 days after receipt of the letter.
If no such individual is so selected-within
that period of time, the Commissioner
shall select the nonvoting member rep-
resenting industry interests to serve on
that advisory committee.
(e) The Commissioner has determined

that, because nonvoting members repre-
senting consumer and industry interests
are included on advisory committees spe-
cifically for the purpose of representing
such interests and have no vote, any
financial interest covered by 18 U.S.C.
208(a) in the class which the member
represents is irrelevant to the services
which the government expects from
them and thus is hereby exempted pur-
siant to 18 U.S.C. 208(b) as too remote
and inconsequential to affect the in-
tegrity of their services.
§ 2.333 Rights and responsibilities of

nonvoting members of advisory con .
mittees. •

(a) A nonvoting member of an advi-
.sory coniniittee selected to represent and
serve as a liaison with interested individ-
uals, associations, and organizations,
shall have the same rights as any other
advisory committee member except that:

(1) A nonvoting member shall not
vote on any matter before the advisory
committee except such procedural mat-
ters as additional rules adopted pursuant
to § 2:309(a), approval of minutes pur-
suant to § 2.313 (a), decisions relating to
transcripts pursuant to § 2.314(b), and
future meeting dates.

(2) A nonvoting member shall not
have access to data and information that
constitute a trade secret or confidential
commercial or financial information as
defined in § 4.61 of this chapter.
(b) A nonvoting member of an advi-

sory committee is subject to, and shall
abide by, all rules and regulations
adopted by the Food and Drug Adminis-
tration and the advisory committee.
(c) It is the responsibility of the non-

voting consumer and industry members
of an advisory committee to represent
the consumer and industry interests in
all deliberations.

(1) A nonvoting member does not rep-
resent any particular organization or
group, but rather represents all inter-
ested persons wvithin the class which he is
selected to represent. Accordingly, any
interested person within the class rep-
resented by that nonvoting member shall
have access to all written statements or
oral briefings related to the committee
prepared by the nonvoting member for

distribution to any person outside the
advisory committee.

(2) The nonvoting member shall re-
view all official advisory committee min-
utes to assure their completeness and ac-
curacy.

(3) The nonvoting member shall act as
a liasion and conduit between the advi-
sory committee and the Interested per-
sons whom he represents, and shall
transmit requests for Information from
the committee and relevant data, in-
formation, and views to the committee.
He shall take the initiative In contact-
ing interested persons whom he repre-
sents, to seek out relevant data, informa-
tion, anc views, and to relate the progress
of the advisory committee.

(4) A nonvoting industry member
shall represent all members of the Indus-
try, and not any particular association,
company,' product, or Ingredient. If a
matter comes before the committee'that
directly or indirectly affects the com-
pany which employs the nonvoting In-
dustry member, he shall so inform the
committee but need not absent himself
during the discussion or decline to par-
ticipate in the discussion. A nonvoting
industry member shall not discuss his
company's position as such, but may dis-
cuss any matter in general terms. All
presentations and discussions of scien-
tific data and their interpretation on be-
half of a company shall occur In open
session, except as provided In § 2.305(o).

(5) A nonvoting member of an advi-
sory committee shall not make any pres-
entation to that advisory committee dur-
ing a hearing conducted by that advisory
committee.

(6) Although a nonvoting member is
serving in a representative capacity, he
shall exercise restraint in performing his
functions and shall not engage in un-
seemly advocacy or attempt to exert un-
due influence over the other members of
the committee.

(d) A nonvoting member of an advi-
sory committee may be removed by the
Commissioner for failure to comply with
the provisions of this section as well as
§ 2.330(f).
§ 2. 34 Ad hoc advisory committee

members.
In selecting members of an ad hoc ad-

visory committee, the Commissioner may
utilize the procedures established In
§§ 2.331 and 2.332 or any other procedure
he concludes to be appropriate under
the circumstances.
§ 2.335 Compensaftion of public advi.

sory committee members.
(a) All voting and nonvoting advisory

committee members shall (1) be ap-
pointed as special government employ-
ees, except for members of the Technical
Electronic Proddct Radiation Safety
Standards Committee, and (2) receive
a consultant fee and be reimbursed for
their travel expenses, Including per diem
in lieu of subsistence, unless such com-
pensation and reimbursement is waived.

(b) An advisory committee member,
notwithstanding his primary residence,
while in'attendance at meetings of the
fill committee, or of a subcommittee,
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will be paid whether the meetings are
held in the Washington, DC area or
elsewhere.

(c) An advisory committee member
who participates in any agency-directed
assignment will be paid at an hourly rate
when he performs his work at his home,
place of business, or in a Food and Drug
Administration facility located within
his commuting area, and at a daily rate
when he is required to travel outside of
his commuting area to perform his as-
signment. An advisory committee mem-
ber will not be paid for time spent on
normal preparation for a committee
meeting.

(1) An agency-directed assignment
is an assignment which meets the fol-
lowing criteria:

(i) An activity which requires under-
taking a definitive study. The activity
must produce a tangible end product,
usually a written report. Examples are
(a) an analysis of the risks and benefits
of the use of a class of drugs or a report
on a specific problem generated by an
IND or, NDA; (b) the performance of
similar investigations or analysis of
complex industry submissions to support
advisory committee deliberations other
than normal meeting preparation; (c)
the preparation of a statistical analysis
leading to an estimate of toxicologically
safe dose levels; and (d) the design or
analysis of animal studies of toxicity.
iotutagenicity, teratogenicity, or car-,
cinogenicity.

(i) The performance of an IND or
NDA review or similar review.

(2) An advisory committee member
who undertakes a special assignment,
the end product of which does not rep-
resent the end product of the advisory
committee, but rather of his own assign-
ment, can be compensated. Should such
preparatory work by advisory committee
members collectively result in an end
product of the advisory committee, this
is to be considered normal meeting prep-
aration and advisory committee mem-
bers are not to be compensated for this
work.

(d) -Salary while in travel status Is
authorized when an advisory committee
member has his ordinary pursuits inter-
rupted for the substantial portion of an

-additional day beyond the day or days
on which he performs services, and as
a consequence he sustains a loss in his
regular compensation. This applies on
weekends and holidays if the special
government employee suffers a loss'in
income he would otherwise earn-on that
day; For travel purposes, a substantial
portion of a day is defined as 50 percent

-of the working day, and the traveler will
be paid at a daily rate.

STANDING ADVISORY CousmrrsES

§ 2.340 List of standing -advisory com-
ittees.

The following standing advisory com-
mittees have been established for the
Food and Drug Administration.

(a) Office of the Commissioner- )
Board of Tea Experts. (i) Date estab-
lished: Mxrch 2, 1897.

ii) Function: Advises on establish-
ment of uniform standards of purity,

quality, and fitness for consumption of
al tea imported into the United States
pursuant to 21 U.S.C. 42.

(2) National Advisory, Food and Drug
Committee. MD Date established: Novem-
ber 15, 1974.

(ii) Function: Reviews and evaluates
agency programs and advises on policy
matters of national significance as they
relate to the statutory mission of the
Food and Drug Administration in the
-areas of foods, drugs, cosmetics, medical
devices, biological products, and elec-
tronic products. Reviews and makes rec-
ommendations on applications for
grants-in-ald for research projects rele-
vant to the mission of the Food and Drug
Administration as required by law.

(3) Toxicology Advisory Committee.
(i) Date established: December 9, 1974.

i) Function: Reviews and evaluates
available data relating to the evaluation
of the safety of chemicals present in
foods, drugs, cosmetics, and medical de-
vices. Advises on the safety of specific
human drugs, animal drugs, color and
food additives, cosmetic components, and
components of devices. Recommends the
development of standardized methodolo-
gles for the toxicity testing of such ma-
terials.

(b) Bureau of Biologis. (1) Advisory
review panels for biological products, and
dates established. (1) Bacterial Vaccines
and Bacterial Anitigens Panel. Estab-
lished December 22, 1972.

(Ii) Bacterial Vaccines and Toxoids
Panel. Established April 16, 1973.

(Cii) Viral Vaccines and Rickettsial
Vaccines Panel. Established April 16,
.1973.

(Iv) Skin Test Antigens Panel. Estab-
lished August 24, 1973.

(v) Allergenic Extracts Panel. Estab-
lished August 24,1973.

(vi) Blood and Blood Derivatives
Panel. Established August 24, 1973.

(2) Function: Reviews and evaluates
available data concerning the safety.and
effectiveness of biological products.

- (c) Bureau of Drugs-Cl) Anti-Infee-
tive Agents Advisory Committee. (1) Date
established: August 30,1967.

(Ci) Function: Reviews and evaluates
available data concerning safety and ef-
fectiveness of marketed and investiga-
tional prescription drugs for use In in-
fectious diseases.

(2) Arthritis Advisory Committee. (1)
Date established: April 5, 1974.

(it) Function: Reviews and evaluates
available data concerning the safety and
effectiveness of marketed and Investiga-
tional prescription drugs for use In ar-
thriltl conditions.

(3) Biometric and Epidemiologleal
Methodology Advisory Committee. (1)
Date established: March 7, 1968.

(i) Function: Reviews and evaluates
scientific studies and data with respect
to, and otherwise advises the Commis-
stoner on, epidemlological and blomet-
rical methodology.

(4) Cardiovascular and Renal Ad-
visory Committee. (I) Date established:
August 27,1970.

Clt) Function: Reviews and evaluates
available data concerning safety and ef-
fectiveness of marketed and Investiga-

tional prescription drugs for use in
cardiovascular and renal disorders.

(5) Controlled Substances Advisory
Committee. (i) Date established: Sep-
tember 27,1973.

(i) Functlan: Advises the Commis-
soner regarding the scientific and mwl-
cal evaluation of all Information
gathered by the Department of Justice
and the Department of Health, Educa-
tion, and Welfare with regard to safety
effectiveness, and abuse potential of
drugs or other substances classified as
stimulants, sedatives, lypnotlcs, or.
analgesics, and recommends actions to
be taken with regard to control of such
substances.

(6) Dental Drug Products Advisor,
Committee. (1) Date established: June 6,
1972.

(1i) Function: Reviews and evaluates
available data concerning safety and ef-
fectiveness of marketed and investiga-
tional prescription drugs for use in the
practice of dentistry.

(7) FDAINIDA Drug Abuse-Research
Advisory Committee. (1) Date estab-
lished: March 9,1967. -

(CI) Function: Advises the Food and,
Drug Administration on action to be
taken with respect to investigational use
of substances with abuse potential. Ad-
vises the National Institute- on Drug
Abuse on supplies of substances for
clinical studies and on quantities of sub-
stances for animal and in vitro studies.
Advises FDA and- NIDA on development
of broad outlines for studies of sub-
stances with abuse potential and on new
methods and tests in animals and man
by which the dependence liability of in-
vestigational drugs may be estimated.

(8) Endocrinology and Mtabolism
Advisory Committee. (1) Date estab-
lished: August 27,1970.

(1i) Function: Reviews and evaluates
available data concerning safety and ef-
fectiveness of marketed and Investiga-
tional prescription drugs for use in en-
docrine and metabolic disorders.

(9) Gastrointestinal Drugs Advisory
Committee. (1) Date established:
January 3,1974.

(it) Function: Reviews and evaluates
available data concerning the safety and
effectiveness of marketed and Investiga-
tional prescription drugs for use in gas-
trolntestinal diseases.

(10) Neurologie Drugs Advisory Com-
mittee. (i) Date established: June 4,
1974.

(11) Function: Reviews and evaluates
available data concerning safety and ef-
fectiveness of marketed and investiga-
tional prescription drugs for use in
neurologic disease.

(11) Obstetrics and Gynecology Ad-
visory Committee. (1) Date established:
August 31, 1965.

ID Function: Reviews and evaluates
available data concerning safety and ef-
fectiveness of marketed and investiga-
tlonal prescription drugs for use in the -
practice of obstetrics and gynecology.

(12) Oncologic Drugs Advisory Com- -
mittee. (l) Date established: October 24,
1973.

(II) Function: Reviews and evaluates
available data concerning the safety and
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effectiveness of marketed and investiga- () Contraceptive and Other Vaginal
tional prescription drugs for use in the Drug Products Panel. Established June
treatment of cancer. . 27,1973.

(13) Ophthalmic Drugs Advisory Com- WI) Orat Cavity Panel. Established
mittee. (i) Date established: September July 16,1973.
20, 1971. . () Antiperspirant Panel. Established

(ii) Function: Reviews and evaluates July 16,1973.
available data concerning safety and ef- (m) Miscellaneous Internal Drug
fectiveness of marketed and investiga- Products Panel. Established July 16,
tional prescription drugs for use in dis- 1973.
eases and disorders of the eye. (n) Miscellaneous External Drug

(14) Psychopharmacologicdl Agents Products Panel. Established July 16,1973.
Advisory Committee. (I) Date estab- (o) Vitamin, Mineral, and Hematinie
lished: June 4,1974. Panel. Established July 16,1973.

(ii) Function: Reviews and evaluates (i) Function: Reviews and e.aluates
available data concerning the safety and available data concerning the safety and
effectiveness of marketed and investiga- effectiveness of nonprescription drug
tionaI prescription drugs for use in the products.
practice of psychiatry and related fields.. (d) Bureau of Medical Devices and

(15) Pulmonary-Allergy and Clinical Diagnostic Productz. (1) Advisory review
Immunology Advisory Committee. (i) panels for medical devices, and dates es-
Date established: February 17, 1972. tablished.

(ii) Function: Reviews and evaluates (i) Cardiovascular Panel. Established
available data concerning safety and ef- March 22,1972.
fectiveness of marketed and investiga- (ii) Orthopaedic Panel. Established
tional prescription drugs for use in the April 25, 1972.
treatment of pulmonary disease and (iii) Diagnostic Products Advisory
diseases with allegeric and/or immuno- Committee. Established August 9, 1972.
logic mechanisms. (iv) Dental Panel. Established Octo-

(16) Radioactive Pharmaceuticals Ad- ber 3, 1972.
visory Committee. (i) Date established: Cv) Anesthesiology Panel. Established
August 30, 1967. October 3, 1972.

00i Function: Reviews. and evaluates (vi) Gastroenterology and Urological
available data concerning safety and ef- Panel. Established April 16,1973.
fectiveness of marketed and investiga- (vii) Obstetrical and Gynecological
tional prescription drugs for use in the Panel. Established April 16,1973.
practice of nuclear medicine. (viii) Radiology Panel. Established

(17) Respiratory and Anesthetic October 15,197"3.
Drugs Advisory Committee. (i) Date es- (ix) Neurology Panel. Established
tabllshed: March 23, 1966. - October 15, 1973.

(Ii) Function: Reviews and evaluates x) General Hospital Panel. Estab-
available data concerning safety and ef- lished October 15,1973.
fectiveness of marketed and investiga- (xi)' Physiatry Panel. Established
tional prescription drugs for, use in the October 15,1973.
field of anethesiology. (xii) General and Plastic Surgery

(18) Surgical Drugs, Advisory Corn- Panel. Established October 15, 1973.
mittee. (i) Date established: September (xiii) Bar, Nose, and Throat Panel
14, 1971. Established October 15, 1973.

0ii) Function: Reviews and evaluates (xiv) Ophthalmic Panel. Established
available data concerning safety and October 15,4973.
effectiveness of marketed and investiga- (2) Function: Reviews and evaluates
tional prescription drugs for use In the available data concerning the safety and
field of surgery. -effectiveness' of devices currently In use

(19) Advisory review panels for over- aild makes recommendations for their
the-counter (OTC) drugs. (I) Dates es- regulation.
tablished. (e) Bureau of Radiological Health-

(a) Antimicrobial Panel. Established (1) Medical Radiation Advisory Corn-
March 16, 1972. mittee. (1) Date established: October 31,

(b) Internal Analgesic Panel. Estab- 1963.
lished August 31,1972. (ii) Function: Advises on the formu-

(c) Cold, Cough, Allergy, Broncholi- lation of policy and development of a
lator, and Antiasthmatic Panel. Estab- coordinated program related to the ap-
lished September 19, 1972. plication of ionizing radiation in the

d) Sedative, Tranquilizer, and Sleep healing arts.
Aid, Panel. Established September 19, (2) Technical Electronic Product
1972. Radiation Safety Standards Committee.

(e) Laxative, Antidiarrheal, Antiemet- (I) Date established. October 18, 1968.
ic, and Emetic Panel. Established De- (ii) Function: Advises on technical
cember 27, 1972. feasibility, reasonableness, and practica-

bility of performance standards for elec-(f Topical Analgesic Panel. Estab- tronic-products to control the emission
lished December 27,1972. of radiation pursuant to 42 U.S.C. 263

(g) Dentifrice and Dental Care Panel. C) (1) CA).
Established December 27,1972. .C ) National Center for Toxicological

Ch) Hemorrhoidal Panel. Established Research, Science Advisory Board. (1).
April 16,1973. Date established: June 2, 1973.

(i) Ophthalmic Panel Established .- (2) Function: Advises on establish-
April 16, 1973. ment and Implementation of a research

program that will assist the Commis-
sioner of Food and Drugs and the Ad-
ministrator, Environmental Protection
Agency, in fulfilling their regulatory
responsibilities.
TncHnzcAL ELECTRONIC ProDucTs RADIA-

IoN SAFETY STANaRDS CoMnurrrs
§ 2.350 Establishment of the Technical

Elcctronic Product Radiation Safety
Standards Commitce (TEPRSSC).

The Technical Electronic Product
Radiation Standards Committee (TEP
RSSC), consisting of 15 members, is
established pursuant to the Radiation
Control for Health and Safety Act of
1968 (42 U.S.C. 263f C) (1A)). The pur-
pose of TEPRSSC is to provide consulta-
tion with the Commissioner before he
prescribes any performance standard
for an electronic product, as required by
law.
§ 2.351 Functions of TEPRSSC.

(a) In performing its function of
advising the Commissioner, TEPRSSC:

(1) May propose electronic product
radiation safety standards to the Com-
missioner forhis consideration.

(2) -Shall provide consultation to the
Commissioner on all performance stand-
ards proposed for consideration under
42 U.S.C. 263f.

(3) May make recommendations to the
Commissioner' on any other matters it
deems necessary or appropriate in ful-
filling the purposes of the act.

(b) Responsibility for action with re-
spect to performance standards under 42
U.S.C. 263f rests with the Commissioner,
after receiving the advice of TEPRSSC.
§ 2.352 Procedures of TEPRSSC.

"(a) When the Commissioner Is con-
sidering promulgation of a performance
standard for an electronic product, or
any amendment of an existing standard,
he shall;-prlor to Issuance of a proposed
regulation In the FEDERAL REaXsnTE, sub-
mit to TEPRSSC the proposed standard
or amendment under consideration, to-
gether with other relevant information
to aid TEPRSSC In Its deliberations.

(b) The agenda and other material to
be considered at any meeting Shall be
sent to members whenever possible at
least 2" weeks prior to the meeting.

(c) Ten members shall constitute a
quorum, provided at least three members
from each group specified in 42 U.S.C.
263f(f)(I) CA) and in § 2.353(a), I.e.,
government, industry, and the public,
are present.

(Cd) The chairman of TEPRSSC shall
ordinarily submit to the Commissioner
a report of the .committee's considera-
tion of any proposed performance stand-
ard for an electronic product within 60
days after such consideration. If the
chairman believes that more time is
needed, he shall so inform the Director
of the Bureau of Radiological Health in
writing, in which case an additional 30
days will be allowed to make the report.

(e) The provisions of §§ 2.300 through
2.319 shall be applicable to TEPR.SC,
except where other provisions are spe-
cifically Included In §§ 2.350 through
2.354.
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§ 2.353 Membership of TEPRSSC. '
(a) The members shall be appointed

by the Commissioner after consultation
with public and private associations and
organizations concerned with the tech-
nical aspect of electronic product radia-
tion safety. TEPRSSC shall consist of
fifteen members, each of whon shall be
technically qualified by training and ex-
perience in one or more fields of science
or engineering applicable to electronic
product radiation safety, as follows:

(1) Five members shall be selected
from government agencies, including
State and Federal governments.

(2) Five members shall be selected
from the affected industries after con-
sultation with industry representatives.

(3) Five members shall be selected
from the general public, of whom at least
one shall be a representative of organized
labor. -

(b) The Commissioner shall appoint a
committee member as chairman of
TEPRSSC.
(c) Appointments of members shall

be for a term of 3 years or as specified
by the Commissioner. -

-(1) The chairman shall be-appointed
for a-term concurrent with his term as a
member of TEPRSSC. If the chairman-
ship becomes vacant without adequate
notice, the executivq secretary may ap-
point a committee member as temporary
chairman pending appointment of a new
chairman by the Commissioner.

(2) Members shall not be reappointed
for a second consecutive full term.
- d) A person otherwise qualified for
membership shall not be eligible for se-
lection as a member of TEPRSSC from
government agencies or the general pub-
lid-if the Commissioner determines that
he does not meet the requirements of
the conflict of interest laws and regula-
tions.

(e) Retention of membership is con-
ditioned upon:

(1) The member's continued status as
a member of the group from which he
was selected as specified in paragraph
(a) of this section.

(2) The absence of any conflict of in-
terest during the term of m6mbership as
specified In paragraph (d) of this
section.

(3) Active participation in TEPRSSC
activities.

(f) Appointment as a member of
TEPRSSC shall be conditioned upon a
certification from the prospective mem-
ber that he:

(1) Agrees to the procedures and cri-
teria as specified in this subpart.

(2) Has no conflict of interest as spec-
ified in paragraph (d) of this section.

(3) Will notify the executive secretary
of TEPRSSC prior to any change in his
representative status on TEPRSSC which
may be contrary to the conditions of his
appointment.

(g) Members of TEPRSSC who are
not full-time officers or employees of the
United States shall, in accordance with
42 U.S.C. 210(c), receive compensation
pursuant to the provisions of § 2.335.

§ 2.354 Conduct of TEPRSSC meetings;
availahbility of TEPRSSC records.

(a) In accordance with 42 U.S.C. 263
) (1) (B), all proceedings of TEPRSSC

shall be open, except as provided In par-
agraph (b) of this section, and shall be
recorded, and the record of each such
proceeding shall be available for, public
Inspection.

(b) The provisions of paragraph (a)
of this section with respect to open
meetings shall not apply where
TEPRSSC:

(1), Considers any Information which
contains or relates to a trade secret or
other matter referred to in 18 U.S.C.
1905 and thus in accordance with 42
U.S.C. 263i(e) may not be publicly
disclosed.

(2) Meets in executive session to for-
mulate and vote on its recommendations

-or to consider administrative matters.
COLOR ADDITIVE ADvtsoRY CommiTIEEs

§ 2.360 Establishment of a color addi-
tive advisory committee.

The Commissioner shall establish a
color additive advisory committee when-
ever:

(a) The Commissioner concludes, in
his discretion, that it would be in the pub-
lic interest for a color additive advisory
committee to review and make recom-
mendations with respect to the safety of
any color additive on which Important
issues are pending before the Food and
Drug Administration, and for interested
persons to present data, information, and
views at an oral public hearing before
a color additive advisory committee.

(b) Any person who would be adversely
affected by the issuance, amendment, or
repeal of a regulation listing a color ad-
ditive requests that any issue relating
to the safety of the color additive arising
under section 706(b) (5) (B) of the act
because of the color additive's potential
or actual carcinogenicity and requiring
the exercise of scientific Judgment be re-
ferred to a color additive advisory com-
mittee.

(1) The provisions of paragraph (b)
of this section are inapplicable to any
issue arising under the transitional pro-
vlslond in section 203 of the Color Addi-
tive Amendments of 1960 relating to pro-
visional listing of commercially estab-
lished colors. Any color additive advisory
committee to consider any such matter
shall be established pursuant to the pro-
visions of paragraph (a) of this section.

(2) A request for establishment of a
color additive advisory committee shall
be pursuant to § 2.7. The Commissioner
may deny any such petition if inadequate
grounds are stated for establishment of a
color additive advisory committee. A re-
quest for establishment of a color addi-
tive advisory committee may not rest on.
mere allegations or denials, but must set
forth specific facts showing there is a
genuine and substantial Issue of fact that
requires scientific Judgment and Justifies
a hearing before a color additive advisory
committee. When It conclusively appears
from the request for a color additive ad-
vlary committee that the matter is pre-
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mature or that it does not involve an
issue arising under section 706(b) (5) CB)
of the act-or there is no genuine and
substantial issue of fact requiring scien-
tific Judgment or for any other reason a
color additive advisory commiftee is not
Justified, the Commissioner may deny the
establishment of a color additive ad-
visory committee.

(3) Establishment of a color additive
advisory committee on the request of in
Interested person shall be conditioned
upon receipt of the applicable fee spec-
ified in § 2.364.

(4) Any person so adversely affected
may request referral of such a matter to
a color additive advisory committee at
any time before, or within 30 days after,
publication of an order of the Commis-
sioner acting upon a color additive peti-
tion or proposal. I

§ 2.361 Functions of a color additive ad-
visory committee.

(a) A color additive advisory commit-
tee shall review all available information
relating to the matter referred to it, in-
cluding all data and information con-
tained in any pertinent color additive
petition and in Food and Drug Adminis-
tration files. All such data and informa-
tion so reviewed shall be placed on pub-
lic display and available for review at the
ofilce of the Hearing Clerk.

(b) The Commissioner shall specify to
the color additive advisory committee, in
writing, the issues on which review and
recommendations are requested.
(c) The date of the first meeting of a

color additive advisory committee, fol-
lowing receipt of the administrative rec-
ord by each of the committee members,
shall be deslgnTed as the beginning of
the period allowed for consideratidn of
the matter by the color additive advisory
committee. Within 60 days after that
first meeting, unless the time is extended
as provided in paragraph (d) of this
section, the chairman of the color addi-
tive advisory committee shall certify to
the Commissioner the report containing
the recommendations of the color addi-
tive advisory committee, including any
minority report. The report shall state
the recommendations of the color addi-
tive advisory committee and the reasons-
or basis for such recommendations. The
report shall include copies of all material
considered by the color additive advisory
committee In addition to the adminis-
trative record furnished to it.
(d) If the chairman concludes that the

color additive advisory committee needs
additional time, he shall so Inform the
Commissioner In writing and may certify
the report of the color additive advisory
committee to the Commissioner withiin
90 days instead of 60 days.
(e) More than one matter may be han_

died by a color additive advisory commt-
tee concurrently. I
§ 2.362 Procedures of a color addlily'I

advisory committee.
(a) A color addltive advisory commib-'

tee shall be subject to all the require.-
ments of the Federal Advisory Commjl..-
tee Act and this subpart.
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(b) All interested persons shall have
a right to consult with the color additive
advisory committee reviewing a matter,
and to submit data, information, and
views to a color additive advisory com-
mittee, in accordance with the proce-
dures established In this subpart.
§ 2.363 Membership of a color additive

advisory committee.
(a) The members of a color additive

advisory committee shall be selected in
the following manner:

(1) If a color additive advisory com-
mittee is established for purposes that do-
not include review of an issue arising
under section 706(b) (5) (B) of the-act, or
is established on the initiative of the
Commissioner, the Commissioner may
utilize the procedure established in par-
agraph (a) (2) of this section to select
the'members, or-may utilize an existing
standing advisory committee listed in
§ 2.340, or may establish a new advisory
committee pursuant to the provisions of
this subpart. Once the Commissioner has
established a color additive advisory
committee pursuant to this paragraph
and has referred to it a matter relating
'to a color additive, no interested person
may subsequently request that an addi-
tional or different color additive advisory
committee be established to review and
make recommendations with respect to
that color additive.

(2) If the Commissioner establishes a
color additive advisory'committee to re-
view an issue arising under section 706
(b) (5) (B) of the act on the request of
an interested person, it shall be estab-
lished pursuant to the following require-
ments.

(i) Except as provided-in,paragraph
(a) (2) (ii) and (iI) of this section,-the
Commissioner shall request the National
Academy of Sciences to select the mem-
bers of a color additive advisory com.-
mittee from among experts qualified in
the subject matter to be reviewed by the
committee, and of adequately diversified
professional backgrounds. The Coi-
missioner shall appoint one of the mem-
bers so selected as the chairman.

(i) If the National Academy of Sci-
ences is unable or refuses to select the
members of a color additive advisory
committee, the Commissioner shall se-
lect such members, who shall ordinarily-
be the Toxicology Advisory Committee in-
accordance with § 2.322.

,(iii) If the Commissioner and the re-
questing party agree, the provisions of
section 706(b) (5) (D) of the act may be
waived and the matter may be referred
to any standing advisory committee
listed under § 2.340 or to any* advisory
committee established pursuant to any
other procedure that is mutually agree-
able, which shall ordinarily be the Toxi-
cology Advisory Committee in accord-
ance with § 2.322. Once the Commis-
sioner hE so established a color additive
advisory committee and has referred to
it a matter relating to a color additive,
no interested person may subsequently
request that an. additional or different
color additive advisow committee be es-
tablished to review and make recon-

mendations with respect to that color
additive.

(b) Members of a color additive ad-
visory committee shall be subject to the
requirements of the -Federar Advisory
Committee Act and this subpart, except
that no member of a color additive ad-
visory committee shall by reason of such
membership alone be a special govern-
ment employee or be subject to the con-
flict of Interest laws and regulations.
§ 2.364 Fees and c~mpensation pertain-

ing to a color additive advisory com-
mitee.

(a) In the event of a, referral of any
matter to a color additive advisory com-
mittee, all costs related thereto, including
personal compensation of committee
members, travel, materials, and other
costs, shall be borne by the person re-
questing the referral, such costs to be
assessed on the basis of actual cost to
the government. The compensation of
such costs shall include personal com-
pensation of color additive advisory com-
mittee members at a rate not to exceed
$128.130 ,per member per day.

(b) In the case of a request for refer-
ral to a color additive advisory commit-
tee, a, special advance deposit shall be
made in the amount of $2,500.00. Where
required, further advances in increments
of $2,500.00 each shall be made upon
request of the Commissioner. All deposits
for referrals to a color additive advisory
committee in excess of actual expenses
shall be refunded to the depositor.

(c) All deposits and fees required by
-the regulations in this section shall be
paid by mone order, bank draft or cer-
tified check drawn to the order of the
Food and Drug Administration, collect-
able at- par in Washingtohi, DC. All de-
posits and fees shall be forwarded to the
Associate Commissioner for Administra-
tion, Food and Drug Administration,
5600, Fishers Lane, Rockville, MD 20852,
"whereupon after making appropriate
record thereof they will be transmitted
to the Treasurer of the United States for
deposit in the special account "Salaries
and Expenses, Certification, Inspection,
and Other Services, Food and Drug Ad-
ministration"

(d) The Commissioner may waive or
refund such fees in whole or in part
when, in his judgment, such action will
promote the public interest. Any person
who believes that payment of these
fees will work a hardship on him may
petition the Commissioner pursuant to
§ 2.7 to waive or refund the fees.

PuBLc ADvisoRy COm~ZTTEES ro
HUMAY PREscRiPTIoN DRUGS

§ 2.370 Establislment of standing tech-
nical public advisory committees for
human prescription drugs.

The standing technical advisory com-
mittes for human prescription drugs are
established to advise the Commissioner:

(a) Generally on the safety and effec-
tiveness, including the labeling and ad-
vertising, and regulatory control of any
of the human prescription drugs falling
within the pharmacologic class covered
by the advisory committee and on the

scientific standards appropriate for a
determination of safety and effectiveness
in that class of drugs.

(b) Specifically on any particular mat-
ter involving a human prescription drug
pending before the Food and Drug Ad-
ministration, including whether the
available data and nformation are ade-
quate to support a determination that:

(1) A particular IND study may prop-
erly be conducted.

(2) A particular drug meets the
statutory standard for proof of safety
and effectiveness necessary for approval
or continued approval for marketing.

(3) A particular drug Is properly clas-
sified as a new drug, an old drug, or a
banned drug.
§,2.371 Utilization of a public advisory

committee on the initiative of the
Food and Drug Administration.

(a) Any matter involving a human pre-
scription drug under review within the
agency may', In the discretion of the
Commissioner, be the subject of a public
hearing and continuing or periodic re-
view by the appropriate standing tech-
nical advisory committee for human pre-
scription drugs. The Commissioner's de-
terminations with respect to the agenda
of such an advisory committee shall be
based upon the priorities of the various
matters pending before the agency which
fall within the pharmacologic class cov-
ered by that advisory committee.

(b) High priority for such hearing and
review by the appropriate standing tech-
nical advisory committee for human pre-
scription drugs shall be given to the fol-
lowing ,types of human prescription
drugs:

(1) Investigational drugs which are
potential therapeutic advances over cur,.
rently marketedproducts from the stand-
point of safety or effectiveness, or which
pose significant safety hazards, or which
present narrow benefit-risk considera-
tions requiring a close Judgmental de-
cision In regard to approval for Uiarket-
ing, or which have a novel delivery sys-
tem or formulation, or which are the
subject of major scientific or public con-
troversy, or which may be subject to spe-
cial regulatory requirements such as a
limitation oDi clinical trials, a patient
followup requirement, post-marketing
Phase IV studies, distributional controls,
or. boxed warnings.

(2) Marketed drugs for which an Im-
portant new use has been discovered, or
which pose newly discovered safety haz-
ards, or which are the subject of major
scientific or public controversy, or which
may be subject to important regulatory
actions such as- withdrawal of approval
for marketing, boxed warnings, distribu
tional controls, or newly required scien-
tific studies.

(c) The advisory committee inay re-
quest the Commissioner for an oppor-
tunity to hold a public hearing and to
review any matter Involving a human
prescription drug which falls within the
pharmacologic class covered, by the ad-
visory committee. The Commissioner
shall, after consulting with the advisory
committee onsuch request, grant or deny
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the request in light of the priorities of
the other matters pending before the
advisory committee. Whenever feasible,
consistent with the other work of the
advisory committee, such a request shall
be granted.

(d) For any drug which meets any of
the criteria established in paragraph (b)
of this section, one or more members of
or consultants to the appropriate ad-
visory committee may be% selected for
more detailed-monitoring of the matter
and consultation with the Food and Drug
Administration on behalf of the com-
mittee. Such member or consultant may
be invited by the agency to attend ap-
propriate meetings and shall assist the
bureau in any briefing of the committee
with respect to that matter.-

(e) An advisory committee may obtain
advice and recommendations from the
Toxicology Advisory Committee, the Bio-
metric and Epidemiological Methodology
Advisory Committee, and from such
other agency advisory committees, con-
sultants and experts as the advisory com-
mittee and the bureau -conclude would
facilitate the work of the advisory com-
mittee.

(f) Presentation of all relevant data
and information relating to any such
matter shall be made -in open session
unless it relates to an IND the existence
of which has not previously been dis-
closed to the public as defined in § 4.81
of this chapter or is otherwise prohibited
from public disclosure pursuant to the
provisions of Part 4 of this chapter and
the regulations referenced therein. The
provisions of § 314.14,431.71, and 601.51
-of this chapter shall determine whether,
and the extent to which, relevant data
and information shall be made available
for public disclosure, summariz ed and-
discussed in open session but not other-
-wise made available for public disclosure,
or not in any way discussed or disclosed
in open session or otherwise disclosed td
the public.

§ 2.372 Advice and. recommendations in
writing.

Advice and recommendations given by
an advisory committee with respect to a

-sbecific drug or a class of drugs shall
ordinarily be in the form of a written
report. Such written report may consist
of the approved minutes of the meeting
or a separate written report. Such wrlt-
ten report shall respond to the specific
issues or questions which the Commis-
sioner has addressed to the advisory
committee, and shall state the basis of
the advice and recommendations of the
advisory committee.
§ 2.373 Utilization of a public advisory

committee at the request of an inter-
ested person.

Any interested person may request,
pursuant to § 2.7 of this Part, that a spe-
cific matter relating to a particular hu-
man prescription drug be submitted to
an appropriate advisory committee for
a hearing and review and recommenda-
tions. Any such request shall demon-
strate the importance of the matter and

the reasons why it should be submitted
for a hearing and at that time. The Com-
missioner may, in his discretion, grant
or deny any such request.

Subpart E-Public Hearing Before the
Commissioner

§ 2.400 Scope of subpart.
Subpart E governs the practices and

procedures applicable whenever:
(a) 'The Commissioner concludes, in

his 'discretion, that It is in the public
interest to permit interested persons to
present data, information, and views at
a public hearing on any particular mat-
ter, or class of matters, of importance
pending before the Food and Drug Ad-
ministration.

(b) Pursuant to specific provisions in
other sections of this chapter, a matter
pending before the Food and Drug Ad-
rministration is subject to a public hear-
ing before the Commissioner. Such spe-
cific provisions are n § 330.10(a) (8) of
this chapter relating to review of the
safety, effectiveness, and labeling of
over-the-counter drugs.
(c) A person who has right to an op-

portunity for a formal evdentlary pub-
lic hearing under Subpart B of this Part
waives that opportunity and In lieu
thereof requests pursuant to § 2.117 of
this Part a public hearing before the
Commissioner pursuant to this Subpart
E, and the Commissioner, in his discre-
tion, accepts this request.

§ 2.401 Notice of a public hearing be-
fore the Commissioner.

(a) If the Commissioner determines
that a public hearing before the Com-
missioner should be held on any matter,
he shall publish in the FEDERAL REMs-
-TRs a notice of hearing setting forth the
following information:

(1) -If the hearing is pursuant to
§ 2.400 (a) or Cb):
(I) The purpose of the hearing and

the silbject matter to be considered. If
any written document Is to be the sub-
ject matter of the hearing, It shall be
published as part of the notice, or ref-
erence shall be made to it if it has al-
ready been published In the FEDERAL REc-
zsTER, or the notice shall state that the
document is available from the Hearing
Clerk or an agency employee designated
in the notice.

(I) The time, date, and place of the
hearing, or a-statement that such in-
formation shall be contained in a subse-
quent notice published in the FrasaAL
REGISTER.

(2) If the hearing Is in lieu of a formal
evidentiary hearing pursuant to § 2.400
(c), all of the information described in
§ 2.117 (e) of this Part.

(b) The scope of the hearing shall be
determined by the notice of hearing Ad
any specific provisions in other sections
of this chapter. f any such specific pro-
vision, e.g., § 330.10(a) (10) of this chap-
ter, limits a hearing to review of an ex-
isting administrative record, data and
information not already included in the
record shall not be submitted or con-
sidered at the hearing.
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§ 2.402 Notice-f appearance; schedule
for icaring.

(a) The notice of hearing shall pro-
vide interested persons an opportunity to
fie a written notice of appearance with
the Hearing Clerk within a specified
period of time In the form and pursuant
to the requirements specified in § 2.131.
If the public Interest requires that such
a hearing be conducted within a short
Prlod of time, the notice may name a
specific Food and Drug Administration
employee, together with his telephone
number, to whom an oral notice of ap-
pearance shall be given. A written or oral
notice of appearance shall be received
by the Hearing Clerk, or other designated
person,.by the close of business of the
day specified in the notice.

(b) A notice of appearance shall state
the approximate amount of time re-
quested by the person for his presenta-
tion. Individuals and organizations with
common interests are urged to consoli-
date or coordinate their presentations.
(c) Promptly after expiration of the

time specified in the notice for the filing
of a notice of appearance, the Commis-
sioner shall determine the amount of
time allqcated to each such person for
his oral presentation and the time that
oral presentation Is scheduled to begin.
Each such person shall be so informed
in writing or, if the time prior to the
bearing is short, by telephone. The Com-
missloner may require Joint presenta-
tions by persons with common interests.
(d) The Commissioner shall prepare

a hearing schedule showing the persons
making oral presentations and the time
allotted to each such person, which shall
be filed with the Hearing Clerk and
mailed or telephoned to each such person
and, If time permits, published In the
FrnMar REST

§ 2.103 Conduct of a public hearing be-
fore the Commissioner.

(a) The Commissioner or his designee
shall preside at the hearing, except where
specific provisions i other sections of
this chapter require that the Commis-
sioner preside personally. The presiding
officer may be accompanied by other
Food and Drug Administration employ-
ees or other Federal government em-
ployees designated by the Commissioner,
who may serve as a panel in conducting
the hearing.

(b) The hearing shall be transcribed.
(c) Each person may use his allotted

time in whatever way he wishes, con-
sistent with a reasonable and orderly
haring. A person may be accompanied
by any number of additional persons,
and may present any wrltten data, infor-
matIon, or views for inclusion in the
record of the hearing, subject to the re-
quirements of § 2.404.
(d) If a person Is not present at the

time, specified for his presentation, the
persons following will appear in order.
An attempt will be made .to hear any
such person at the conclusion of the
hearing. Any other interested persons
attending the hearing who did not re-
quest an opportunity to make an oral
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presentation shall be given an opportu-
nity to make an oral presentation at the
conclusion of the hearing, in the discre-
tion of the presiding officer, to the extent
that time permits.

(e) The presiding officer and any other
persons serving with him as a panel may
question any person during or at the
conclusion of his presentation. No other
person attending the hearing may ques-
tion a person making a presentation. The
presiding officer may allot additional
time to any person when he concludes
that it is in the public interest, but may
not reduce the time allotted for any
person without their consent.

(f) The hearing shall be informal in
nature, and the rules of evidence shall
not apply. No motions or objections re-
lating to the admissibility of data, infor-
mation, and views shall be made or con-
sidered, but other participants may
comment upon or rebut all such data,
information, and views. No participant
,may interrupt the presentation of an-
other participant at any hearing for
any reason.

§ 2.404 Written submissions pertaining
to a public hearing before the Com-
missioner.

Any interested person may submit
data, information, or views on the matter
that is the subject of the hearing in writ-
ing to the Hearing Clerk, pursuant to
§ 2.5. The record of the hearing shall
remain open for 15 days after the
hearing is held for any additional writ-
ten submissions, unless the notice of the
hearing specifies otherwise or the pre-
siding officer rules otherwise at the hear-
ing. I
§ 2.405 Administrative record of a pub.

lic hearing before the Commissioner.
(a) The administrative record of a

public hearing before the Commissioner
shall consist of the following:

(1) All relevant FEDERA REGISTER no-
tices,'including any documents to which
they refer.

(2) All written submissions pursuant
to § 2.404.

(3) The transcript of the oral hearing.
(b) The record of the administrative

proceeding shall be closed at the time
specified in § 2.404.

§ 2.406 Examination of administrative
record.

Tle availability for public examination
and coliying of each document .which is
a part of the administrative -record of
the hearing shall be governed by the pro-
visions of § 2.5(j). Each document which
is available for public examination or
copying shall be placed on public display,
in the office' of the Hearing Clerk
promptly upon receipt in that office.
Subpart F-Regulatory Hearing Before the

Food and Drug Administration

§ 2.500 Scope of subpart.
Subpart F governs the practices and

procedures applicable whenever:
(a) The Commissioner is considering

any regulatory action, including a refusal
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to act, and concludes, in his discretion,
on his own initiative or at the suggestion
of any person, to offer an opportunity
for a regulatory hearing to obtain addi-
tional information before he makes a
decision or takes action.

(b) Any provision in any regulation
of this chapter provides any person with
an opportunity for a hearing with respect
to, any regulatory action, including pro-
posed action, and such regulation either
specifically provides an opportunity-for a
regulatory hearing pursuant to this sub-
part or provides an opportunity for a
hearing but does not specify the pro-
cedures for such hearing and such pro-
cedures are not specified in other provi-
sions of this chapter. Such sections are:

(1) Section 202.1(j) (5), relating to ap-
proval of prescription drug advertise-
ments.

(2) Section 8.27(b), relating to refusal
to certify a batch 6f a color additive.

(3) Section 8.28(b), relating to sus-
pension of certification service for a color
additive.

(4) Section 8.33(a), relating to use of
food containing a new color additive.

(5) Section 10.5(1), relating to a tem-
porary permit to vary from a food
standard.
• (6) Section 121.75(b), relating to use
of food containing an investigational
food additive..

(7) Section 511.1(b) (5), relating to use
of food containing an investigational new
animal drug.

(8) Section 511.1(c) (1), relating to
termination of an INAD for an inves-
tigator. 1

(9) Section 511.1 (c) (4) and (d), re-
lating to termination of an INAD for a
sponsor.

(10) Section 514.210, relating to sus-
pension of certification service for a vet-
erinary antibiotic drug. -

(11) Section 312.1(c) (1), relating to
whether an investigator is entitled to
receive investigational- new drugs.

(12) Sections 312.1 (c) (4) and (d), re-
lating to termination of an IND for a
sponsor.

(13) Section 312.9(c), relating to ter-
mination of an IND for tests in vitroand
in laboratory research animals for a
gponsor.

(14) Section 429.50, relating to sus-
pension of certification service for an
insulin drug.

(15) Section 431.52, relating to sus-
pension of certification service for an
antibiotic drug.

(16) Section 433.2(d), relating to ex-
emption from certification for an anti-
biotic drug.

(17) Section 433.12(b) (5), relating to
an exemption from labeling for a certifi-
able antibiotic drug.

,(18) Section 433.13(b), relating to an
exemption from manufacturing use for
a certifiable antibiotic drug.

(19) Section 433.14(b), relating to an
exemption for storage for a certifiable
antibiotic drug.

(20) Section 433.15(b), relating to an
exemption for processing for a certifiable
-antibiotic drug.'

(21) Section 433.16(b), relating to an
exemption for repacking for a certifiable
antibiotic drug.

(22) Section 1003.11(a) (3), relating
to the failure of an electronic product to
comply Vith an applicable standard or
to a defect in an electronic product.

(23) Section 1003.31(d), relating to
denial of an exemption from notification
requirements for an electronic product
which fails to comply ,with an applicable
standard.

(24) Section 1004.6, relating to plan
for repurchase, repair, or replacement
of an electronic product.

(25) Section 1210.30, relating to de-
nial, suspension, or revocation of a per-
mit under the Federal Import Milk Act.

(26) Any other provision in the regu-
la'tions in this chapter under which a
party who is adversely affected by regu-
latory action is entitled to an opportu-
nity for a hearing, and no other proce-
dural provisions in this part are by regu-
lation applicable to such hearing.
§ 2.501 Inapplicability and limited ap-

plicability.
(a) The provisions of this subpart are

Inapplicable to the following:
(1) Informal presentation of views be-

fore reporting a criminal violation pur-
suant to section 305 of the act and § 1.6
of this chapter, and section 5 of the Fed-
eral Import Milk Act and § 1210.31 of this
chapter.

(2) A hearing with respect to a refusal
of admission of a food, drug, device, or
cosmetic pursuant to section 801(a) of
the act and § 1.318 of this chapter, or of
an electronic product pursuant to sec-
tion 360(a) of the Public Health Service
Act and § 1005.20 of this chapter.

(b) The provisions of this subpart are
applicable to hearings conducted pur-
suant to specific procedural provisions in
other sections of this chapter to the ex-
,tent that the provisions of this subpart
are in addition to the provisions in such
other sections and not In conflict with
them, e.g., the right to counsel, public
notice of the hearing, reconsideration and
stay, and judicial review. Such other
sections include Subpart A of Part 90 of
this chapter, relating to emergency per-
mit control.
§ 2.505 Presiding officer.

(a) Any Food and Drug Administra-
tion employee to whom the Commissioner
delegates such authority, or any other
agency employee designated by an em-
ployee to whom such authority is dele-
gated, may serve as the presiding officer
at and conduct a regulatory hearing pur-
suant to the provisions of this subpart.

(b) The presiding officer shall be free
from bias or prejudice and shall not have
participated in the investigation or ac-
tion that is the subject of the hearing
or be subordinate to a person who has
participated in such investigation or ac-
tion.

(c) A different presiding officer may
be substituted for the one originally de-
signated pursuant to §§ 2.510 and 2.511
without notice to the parties.
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§ 2.506 Right to counsel.
Any party to a hearing pursuant to this

subpart shall have the right at all times
to be advised and accompanied by coun-
sel.
§ 2.510 Regulatory hearing on the ini-

tiative of the Conumlssioner.
(a) A regulatory hearing on the initia-

tive of the Confissioner pursuant to
§ 2.500(a) shall be initiated by a notice
of opportunity for hearing from the Food
and Drug Administration.

(1) Such notice shall be sent by regis-
tered mail, telegram, telex, personal de-
livery, or any other mode of written com-
munication.

(2) Such notice-shall specify the facts
and the action that are the subject of
the opportunity'for a hearing.

(3) Such notice shall state that the
notice of opportunity for hearing and the
hearing are! governed by the provisions
of this subpart.

(4) Such notice shall state the time
within which a hearing shall be request-
ed, shall.be signed by the Food and Drug
Administration employee who will be the
presiding officer in the event a hearing
is held, and shall state the name, ad-
dress, and telephone number of the pre-
siding officer.

(b) Any person offered an opportunity
for a hearing shall have the amount of
time specified in the notice, which shall
be not less than 3 working days after re-
ceipt of such notice, within which to re-
quest a hearing. Such request may be
filed by registered mail, telegram, telex,
personal delivery, or any other mode of
written communication, addressed to the
presiding officer. If no response is filed
within such' time, the offer shall be
deemed to have been refused and no
hearing shall be held.

(c) If a hearing is requested, such
hearing shall take place at a time and
location agreed upon by the party re-
.questing the hearing and the -presiding
officer or, if such agreement cannot be
reached, at a reasonable time and loca-
tion, designated by the presiding officer.

(dY A notice of opportunity for hear-
ing under this section shall not operate
to delay or stay any administrative ac-
tion, including enforcement action of any
kind, by the agency unless the Commis-
sioner, in his discretion, determines that
delay or a stay is in the public interest.
§ 2.511 Regulatory hearing pursuant to

regulation.
(a)- A regulatory hearing pursuant to

a regulation listed in § 2.500(b) shall be
initiated by a notice of opportunity for
-hearing-from the Food and Drug Admin-
istration.

(1) Such notice shall be sent by reg-
istered mail, telegram, telex, personal de-
livery, or any other mode of written com-
munication.

(2) Such notice shall specify the facts
and the action that are the subject of the
opportunity for hearing, and shall state
whether the action is or Is not being
taken pending the hearing pursuant to
paragraph (e) of this section.

(3) Such notice shall state that the
notice of opportunity for hearing and the
hearing are governed by the provisions
of this subpart.

(4) Such notice shall state the time
within which a hearing shall be re-
quested, and shall state the name, ad-
dress, and telephone number of the Food
and Drug Administration employee to
whom any request for hearing shall be
addressed.

(b) Any person offered an opportunity
for hearingshall have the amount of
time specified in the notice, which shall
be not Jess than 3 working days after
receipt of such notice, within which to
request a hearing. Such request may be
filed by registered mall, telegram, telex,
personal delivery, or any other mode of
written communication, addressed to the
presiding officer. If no response Is filed
within such time, the offer shall be
deemed to have been refused and no
hearing shall be held.

(c) If a hearing is requested, the Com-
missioner shall designate a presiding of-
ficer and such hearing shall take place at
a time and location agreed upon by the
party requesting the hearing and the
presiding officer or, if such agreement
cannot be rebched, at a reasonable time
and location designated by the presiding
officer. The hearing may not be required
to be held at a time less than two work-
ing days subsequent to receipt of the re-
quest for hearing.

Cd) Before the hearing, the Food and
Drug Administration shall give to the
party requesting the hearing reasonable
notice of the matters to be considered at
the hearing, including a comprehensive
statement of the basis for the decision or
action taken or proposed that is the sub-
ject of the hearing, and a general stun-
mary of the information that will be
presented by the Food and Drug Admin-
istration at the hearing in support of
such decision or action. Such information
may be given orally or In writing, In the
discretion of the Commissioner.

(e) The Commissioner may take such
action pending a hearing pursuant to
this section as he concludes is necessary
to protect the public health, except where
expressly prohibited by statute or regu-
lation. A hearing to consider action al-
ready taken, and not stayed by the Com-
missioner, shall be conducted on an ex-
pedited basis.

(f) On the basis of the administrative
record of thehearing specified In. 12.513
(a), the Commissioner shall issue a writ-
ten decision stating the reasons for his
administrative action and the basis In
the record. '
§ 2.512 Hearing procedure.

(a) A regulatory hearing may be con-
ducted In private or may be a public
hearing, as determined by the party re-
questing the hearing.

(1) The party requesting the hearing
shall inform the presiding officer or other
designated agency employee at the time
that he requests the hearing, whether it
will be a private or public hearing. If
the party requesting the hearing fails to
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state whether the hearing shall be pri-
vate or public, it shall be a private hear-
Ing.

(2) If the hearing is a private hear-
Ing, no persons other than the party
requesting the hearing, his counsel and
witnesses, and an employee or consultant
or other person subject to a commercial
arrangement as defined In § 4.81(a) of
this chapter, and Food and Drug Admin-
istration repreentatives, shall be enti-
tled to attend.

(3) If the hearing is a public hearing,
It shall be announced on the public cal-
endar described in § 2.21(a) whenever
feasible, and any interested person who
attends the hearing may participate to
the extent of presenting relevant infor-
mation.

(b) A regulatory hearing shall be con-
ducted by a presiding officer. Employees
of the Food and Drug Administration
shall first give a full and complete state-
-ment of the action which Is the subject
of the hearing, together with the infor-
mation and reasons supporting it, and
may present any oral or written infor-
mation relevant to the hearing. The
party requesting the hearing shall then
have the right to present any oral or
written information relevant to the hear-
ing. All parties may confront and con-
duct reasonable cross-examination of
any peron (except for the presiding of-
ficer and counsel for th6 parties) who
makes any statement with respect to
the matter at the hearing.

c) The hearing shall be informal in
nature, and the rules of evidence shall not
apply. No motions or objections relating
to the admissibility of data, informa-
tion, and views shall be made or consid-
ered, but any other party may comment
upon or rebut all such data, Information,
and views.

d) The Commissioner may, in his dis-
cretion, order the hearing to be- trans-
scribed. The party requesting the hear-
ing shall have the right to have the
hearing transcribed, at his expense, in
which case a cops, of such transcription
shall be furnished to the Food and Drug
Administration and included with the
presiding officer's report of the hearing.
Any transcription of the hearing- shal
be included with the presiding officer's
report of the hearing.

(e) The presiding officer shall prepare
a written report of the hearing. All writ-
ten material presented at the hearing
shall be attached to the report. When-
ever time permits, the parties to the
hearing sball be given the opportunity
to review and offer corrections to the
presiding officer's report of the bearing.
§ 2.513 Admi1ntrative record of a reg-

ulatory hearing.
(a) The record of the administrative

proceeding shall consist of the follow-
ing:

(1) The notice of opportunity for
hearing and the response thereto.

(2) All written data, information, and
views submitted to the Presiding officer
at the hearing.

(3) Any transcript of the hearing.
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(4) The presiding officer's 'report of
the hearing.

(b) The record of the administrative
proceeding shall be closed with respect to
the submission of data, information, and
views, at the close of the hearing, unless
the presiding officer specifically permits
additional time for a further submission.
§ 2.514 Examination of administrative

record.
The availability for public disclosure

of each document which is a part of the
administrative record of a regulatory
hearing shall be governed by the provi-
sions of Part 4 of this chapter and the
regulations referenced therein.
§ 2.515 Record for administrative deci-

sion.
(a) With respect to any matter which

is subject to an opportunity for a hear-
ing pursuant to §§ 2.500(a) and 2.510, the
administrative record of the hearing
specified in § 2.513(a) shall be consid-.
ered by the Commissioner together with
all other relevant data and information
available to the Food and Drug Admin-
istration in determining whether regu-
latory action should be taken and, if so,
what form of regulatory action should be
taken.

(b) With respect to any matter which
is subject to an opportunity for a hear-
ing pursuant to §§ 2.500(b) and 2.511,
the administrative record of the hearing
specified in § 2.513 (a) shall constitute the
exclusive record for decision.
§ 2.516 Reconsideration and stay of ac-

lion.
Following any final administrative ac-

tion which is the subject of a hearing
pursuant to this subpart or any provi-
sion referenced in § 2.501(b), any party
may petition the Commissioner for re-
consideration of any part or all of such
decision or action pursuant to § 2.8 or
may petition for a stay of such decision
or action pursuant to § 2.9.
§ 2.520 Judicial review.

The availability of judicial review with
respect to any regulatory action which is
the subject of 6 hearing pursuant to this
subpart shall be governed by the provi-
sions of § 2.11.

Subpart G-Standards of Conduct and
Conflicts of Interest

§ 2.600 Scope of subpart.
Subpart G governs the standards of

conduct for, and establishes regulations
to prevent conflicts of interest by, all
Food and Drug Administration em-
ployees.
§ 2.610 Reference to Department regu-

lMtions.
(a) The provisions of 45 CFR Part 73,

establishing standards of conduct for all
Department employees, are fully ap-
plicable to all Food and-Drug Admin-
istration employees, except that such
regulations shall be ppplicable to special
government employees, 'i.e., consultants
to the Food and Drug Administration,
only to the extent stated in Subpart L of,
45 CFR Part 73.
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(b) The provisions of 45 CFR Part 73a
supplement the Department standards of
conduct and apply only to Food and Drug
Administration employees except special
government employees.

2.611 Code of ethics for government
service. /

The following code of ethics, adopted
by Congress on July 11, 1958, shall apply
to all Food and Drug Administration em-
ployees:

CODE OF ETHICS FOR GOVERN rEXT SERVICE

Any person in Government seyvice should:
1. Put loyalty to the highest moral prin-

ciples and to country above loyalty to per-
sons, party, or Government department..

2. Uphold the Constitution, laws, and legal
regulations of -the United States and of all
governments therein and never be a party
to their evasion.

3. Give a full day's labor for a full day's
pay; giving to the performance of his duties
his earnest effort and best thought.

4. Seek to'find and employ more efficient
and economical ways of getting tasks accom-
plished.

5. Never discriminate unfairly by the dis-
pensing of special favors or privileges to any-
one, whether for remuneration or not; and
never accept, for himself or his family, favors
or benefits under circumstanceS which might
be construed by reasonable persons as in-
fluencing the performance of his govern-
'mental duties.

6. Make no private promises of any kind
binding upon the duties of office, since a
Government employee has no private word
which can be binding on public duty.

7. Engage in no business with the Govern-
ment, either directly or indirectly, which Is
inconsistent with the conscientious perform-
ance of his governmental duties.

8. Never use any information coming to
himconfidentially in the performance of gov-
ernmental duties as a means for making
private profit.

9. Expose corruption wherever discovered.
10. Uphold these principles, ever conscious

that public office is a public trust.

§ 2.612 Food and Drug Administration
Conflict of Interest Review Board.

(a) The Commissioner shall establish a
permanent five-member Conflict of
Interest Review Board, which shall re-
view and make recommendations to the
Commissioner on all specific or policy
matters relating to conflicts of interest
arising within the Food and Drug Ad-
ministration that are forwarded to it by
(1) the Associate Commissioner for Ad-
ministration or (2) anyone who is the
subject of an adverse determination by
the Associate Commissioner for Admin-
istration on any matter arising under the
conflict of interest laws, except a deter-
mination of an apparent violation of law.
The Director, Division of Personnel
Management, Office of the Associate
Commissioner for Administration, shall
serve as executive secretary of the Re-
view Board.

(b) It shall be the responsibility of
every Food and Drug Administration em-
ployee with whom any specific or policy
issue relating to conflicts of interest, is
raised,' or who otherwise wishes to have
any such matter resolved, to forward the
matter to the Associate Commissiomer
for Administration for resolution, except

that reporting of apparent violations of
law are governed by § 2.613.

(c) All, general policy relating to con-
flicts of interest shall be established in
guidelines pursuant to the provisions of
§ 2.19(b) and whenever feasible shall be
incorporated In regulations in this
subpart.

(d)' All decisions relating to specific
individuals shall be placed In a public file
established for this purpose by the Pub-
lic Records and Documents Center, e.g.,
a determination that a consultant may
serve on an advisory committee with
specific limitations or with public dis-
.closure of stock holdings, except that
such determination shall be written in
a way that does not Identify the individ-
ual in the following situations:

(1) A determination that an employee
must dispose of prohibited financial In-
terests or refrain from incompatible out-
side activities In accordance with estab-
lished Department or agency regulations.

(2) A determination that a proposed
consultant is not eligible for employment
by the agency.

(3) A determination that public dis-
closure of any information would consti-
tute an unwarranted Invasion of personal
privacy in violation of § 4.63 of this
chapter.
§ 2.613 Duty to report violations.

(a) The Policy Management Staff, As-
sociate Commissloner for Administration,
is responsible for obtaining factual infor-
mation for the Food and Drug Adminis-
tration on any matter relating to allega-
tions of misconduct, impropriety, con-
flict of interest, or other violations of
Federal statutes by agency personnel.

(b) Any Food and Drug Administra-
tion employee who has factual informa-
tion showing or who otherwise believes
that any present or former Food and
Drug Administration employee has vio-
lated or is violating any provision of this
subpart or of 45 CFR Parts 73 or 73a
or of any statute listed in Appendix A to
45 CFR Part 73 should report such infor-
mation directly to the Policy Manage-
ment Staff. Any such reports shall be In
writing or shall with the assistance of
the Policy Management Staff be reduced
to writing, and shall be promptly investi-
gated.

(c) Any report pursuant to paragraph
(b) of this section and any records relat-
ing to an Investigation of such reports
shall be maintained in strict confidence
in the files of the Policy Management
Staff, shall be exempt from public dis-
closure, and may be reviewed only by
authorized Food and Drug Administra-
tion employees who are required to do so
in the performance of their duties.
§ 2.620 Permanent disqualification of

former employees.

No former Food and Drug Adminis-
tratlon employee, including a special gov-
ernment employee, shall knowingly act
as agent or attorney for anyone other
than United States in connection with
any judicial or other proceeding, applica-
tion, request for a ruling or other deter-
mination, contract, claim, controversy,
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-charge, accusation, or other particular
matter involving a specific party or par-
ties in which the United States is a party
or has a direct and substantial interest
and in which he participated personally
and substantially through decision; ap-
proval, disapproval, recommendation,
rendering of advice, investigation, or
otherwise as a Food and Drug Adminis-
tration employee.
§ 2.621 Temporary disqualification of

former employees.

Within 1 year after termination of
employment with the Food and Drug
Administration, no former Food and
Drug Administration employee, includ-
ing-a special government employee, shall
appear personally before the Food and
Drug Administration or other federal
agency or court as,agent or attorney for
any person other than the United States
in connection with any proceeding or
matter in which the United States is a
partyor has a direct and substantial in-
terest and which was under his official
responsibility at any time within one
year preceding termination of such re-
sponsibility. The term "official responsi-
bility" means the direct administrative
or operating authority, whether inter-
mediate or final, and either exercisable
alone or with others, and either per-
sonally or through subordinates, to ap-
prove, disapprove, or otherwise direct
government action.

4. By establishing a new Part 5-Dele-
gations of Authority and Organization;
consisting of the redesignated Subparts
H and M of Part 2, to read as follows:
PART 5:-DELEGATIONS OF AUTHORITY

AND ORGANIZATION
Subpart A-Delegations of Authority to tie

Commissioner of Food and Drugs
See.
5.1 Delegations from the Secretary and

Assistant Secretary.
Subpart B-Redelegations of Authority from

the Commissioner of Food and Drugs
5.20 General redelegations of authority

from the Commissioner to other
officers of the 'ood and Drug Ad-
mniilstraton.

5.21 Delegations regarding hearings and re-
view boards.

5.22 Delegations regarding imports.
5.23 Delegations regarding certification of

true copies and use of Department
seal.

5.24 Delegations regarding disclosure of
official records.

- 5.25 Delegations regarding certification of
color additives.

5.26 Delegations regarding certification of
insulin..

5.27 Delegations regarding certification of
antibiotic drugs.

5.28 Delegations regarding approved new
animal drug applications and ap-

-proved new animal drug application
supplements for new animal drugs.

5.29 Delegations regarding approval_ of
few-drug applications and new-
drug application supplements for
drugs tor human use.

See.
5.30 Delegations regarding Issuance of no-

tces relating to proposals to refuze
approval or to withdraw approval of
new drug applications and now drug
application supplements for drugs
for human use.

5.31 Delegation regarding designation of
oMclal master and working stand-
ards for antibiotic drugs.

5.32 Delegations regarding emergency
functions.

5.33 Delegations regarding enforcement
activities.

5.34 Delegations regarding certification fol-
lowing inspections.

5.35 Delegations regarding grants and fel-
lowships.

5.36 Delegation regarding Issuance, amend-
ment, or repeal of regulations per-
taining to antibiotic drugs for
human use.

5.37 Delegation regarding issuance of no-
tices of filing of petitions and no-
tices of proposed rule making per-
taining to food standards, food addi-
tives, and color additives.

5.38 Delegations regarding termination of
exemptions for new drugs for In-
vestigatlonal use in human beings
or in animals.

5.39 Delegations regarding detention of
meat, poultry, eggs, and related.
products.

5.40 Delegations regarding approval of
schools providing food-processing
instruction.

5.41 Delegations regarding issuance of re-
ports of minor violations.

5.42 Delegations relating to granting and
withdrawing variances from per-
formance standards for electronic
products.

5.43 Delegations relating to exemptions
from performance standards for
electronic products.

5.44 Delegations relating to testing pro-
grams and methods of certification
and Identification for electronic
products.

5.45 Delegations relating to notification of
defects in. and repair or replace-
ment of, electronic products.

5.46 Delegations relating to manufacturer's
resident Import agents.

5.47 Delegations relating to requiring
manufacturers to provide data to
ultimate purchasers of electronlo
products.

5.48 Delegations relating to directing deal-
ers and distributors of electronic
products to provide data to manu-
facturors.

5.49 Delegations relating to acceptance of
assistance from State and local au-
thorities for enforcement of radia-
tlon control legislation and regu-
lations.

5.50 Delegations regarding Issuance and
revocation of licenses for the propa-
gatlon or manufacture and prepara-
tion of biological products.

Subpart C-OrganIzation
5.100 Headquarters.
5.105 Chief Counsel for the Food and Drug

Administration and Assistant Gen-
eral Counsel for Food and Drugs,
Office of General Counsel, Depart-
ment of Health, Education, and Wel-
fare.

5.110 FDA Public Records and Documents
Center.

5.111 FDA Hearing Clerk.
5.115 Field structure.
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Subpart A-Delegations of Authority to the
Commissioner of Food and Drugs

§ 5.1 Delegnlons from the Secretary
and Assistant Secretary.

(a) The Assistant Secretary for Health
has redelegated to the Commissioner of
Food and Drugs with authority to redele-
gate (35 FR 606 as amended) all author-
ity delegated to him by the Secretary
of Health, Education, and Welfare as
follows:

(1) Functions vested in the Secretary
under the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.), the
Filled Milk Act (21 US.C. 61-63), the
Federal Import Milk Act (21 U.S.C. 141
et seq.), the Tea Importation Act (21
U.S.C. 41 et seq.), the Federal Caustic
Poison Act (44 Stat. 1406), and The Fair
Packaging and Labeling Act (15 U.C.
1451 et seq.), pursuant to section 12 of
Reorganization Plan No. IV and Reorga-
nization Plan No. 1 of 1953, including au-
thority to administer oaths vested in the
Secretary of Agriculture by 7 U.S.C. 2217.

(2) Functions vested In the Secretary
under section 301 (Research and Investi-
gation); section 307 (International Co-
operation); section 310 (Health Educa-
tion and Information); section 311 (Fed-
eral-State Cooperation); and section
314(f) (Interchange of Personnel with
States) of the Public Health Service Act
(42 U.S.C. 241, 2421, 242o, 243, 246(f))
which relate to the functions of the Food
and Drug Administration.

(3) Functions vested In the Secretary
under sections 354 through 360F of the
Public Health Service Act (42 U.S.C.
263b through 263n) which relate to elec-
tronic product radiation control.

(4) Functions vested in the Secretary
under section 361 of the Public Health
Service Act (42 U.S.C. 264) which relate
to the law enforcement functions of the
Food and Drug Administration concern-
ing the following products and activities:
biologicals (including blood and blood
products); interstate travel sanitation
(except interstate transportation of
etiological agents under 42 CFR 72.25);
food (including milk and food service
sanitation and shellfish sanitation); and
drugs, devices, cosmetics, and electronic
products, and other items or products
regulated by the Food and Drug Admin-
istration.

(5) Functions vested in the Secretary
under sections 351 and 352 of the Public
Health Service Act (42 U.S.C. 262 and
263) which relate to biological products.

(6) Functions vested In the Secretary
pertaining to section 302(a) of the Pub-
llc.Health ServiceAct (42 U.S.C. 242(a))
which relate to the determination and
reporting requirements with respect- to
the medicinal and scientific requirements
of the United States for controlled sub-
stances.

(7) Functions vested in the Secretary
Pertaining to section 303 of the Public
Health Service Act (42 U.S.. 242a)
which relate to the authorization of per-
sons engaged In research on the use and
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effect of drugs to protect the identity of
their research subjects with respect to
drugs scheduled under Public Law 91-513
for which a notice of claimed exemption
for an investigational new drug is filed
with the Food and Drug Administration
and with respect to all drugs not sched-
uled under Public Law 91-513.

(8) Functions vested in the Secretary
pertaining to section 4 of the Compre-
hensive Drug Abuse Prevention and Con-
trol Act of 1970 (84 Stat. 1241) which re-
late to the determination of the safety
and effectiveness of drugs or to approve
new drugs to be used in the treatment of
narcotic addicts.

(9) Functions vested in the Secretary
pertaining to section 303(f) of the Con-
trolled Substances Act (21 U.S.C. 823(f))
which relate to the determination of the
qualifications and competency of prac-
titioners wishing to conduct research
with controlled substances listed in
Schedule I of the Act, and the merits of
the research protocol.

(10) Functions vested in the Secretary
pertaining to p~ovlsions of the Controlled
Substances Act (21 U.S.C. 801 et seq.)
which relate to administration of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 301 et seq.).

(11) Functions vested in the Secretary,
under section 409(b) of the Federal Meat
Inspection Act (21 U.S.C. 679(b)) which
relate to the detention of any carcass,
part thereof, meat, or meat product of
cattle, sheep, swine, goats, or equines.

(12) Functions vested in the Secretary
under section 24(b) of the Poultry Prod-
ucts Inspection Act (21 U.S.C. 467f(b))
which relate to the detention of any poul-
try carcass, part thereof, or poultry
product.

(13) Functions vested in the Secretary
under the Egg Products Inspection Act
(21 U.S.C. 1031 et seq.).

(14) Functions vested in the Secretary
by amendments to the foregoing statutes
subsequent to Reorganization Plan No. 1
of 1953.

(15) Function of issuing all regulations
of the Food and Drug Administration.
The reservation of authority contained
in Chapter 2-000 of the Department
Organization Manual shall not apply.

(16) Functions vested in the Secretary
under Executive Order '11490, section
1103(5), and those portions of sections
1103(1), 1103(3), 1103(4), 3001(2), 3001
(3), 3002(1), 3002(2), 3002(3), 3004, and
3009 which relate to food, drugs, and bio-
logicals. In the performance of these
emergency functions the Commissioner
shall coordinate his activities with the
Administrator, Health Services and Men-
tal Health Administration, in order that
preemergency plans shall be developed in
consonance with postattack organization
plans and structure of the Department
for the Emergency Health Service.

(17) Function vested in the Secretary
of authorizing and approving miscella-
neous and emergency expenses of en-
forcement activities.

(18) Fuhction vested in the Secretary
under the Federal Advisory Committee
Act, Public Law 92-463, to make deter-
minations that advisory committee

meetings are concerned with matters
listed in section 552(b) of title 5, U.S.C.
and therefore may be closed to the pub-
lic for those committees under the ad-
ministrative jurisdiction of the Commis-
sioner of Food and Drugs. This authoiity
may not be redelegated. This authority
is to be exercised in accordance with the
requirements of the Act and only with
respect to the following:

(I) Meetings, to the extent that they
directly involve review, discussion or con-
sideration of records of the Department
which are exempt from disclosure under
5 U.S.C. 552(b) "(4), (6), and (7),
namely, (a) records containing trade
secrets and commercial or financial in-
formation obtained from a person and
privileged or confidential; (b) personnel,
medical and similar files the disclosure
of which would constitute a clearly un-
warranted invasion of personal privacy;
and (c) investigatory files compiled for
law enforcement purposes;

(i) Meetings to the extent that they
involve the review, discussion, and eval-
uation of specific drugs and devices reg-
ulated by FDA which are intended to
result in recommendations for regula-
tory decisions under the Federal Food,
Drug, and CosmeticAct and which are
concerned with matters listed in 5 U.S.C.
552(b) (4), (5), and (7) ;

(iII) Meetings held for the sole pur-
pose of considering and formulating ad-
vice which the committee will give or any
final report it will render, Providea:

(a) The meetings will involve 'solely
the internal expression of views and
judgments of the members and it is
essential to close the meeting or portions
thereof to protect the free exchange of
such views and avoid undue interference
with agency or committee operations,
and such views if reduced to writing
would be protected from mandatory dis-
closure under section 552(b) (5) of title 5
U.S.C.;

(b) The meeting is closed for the
shortest time necessary, summarizing the
work of the committee during the closed
sessions, and a report, prepared by the
executive secretary will be made avail-
able promptly to the public;

(e) When feasible, the public is given
a timely opportunity .to present rele-
vant information and views to the com-
mittee; and

(W) Concurrence for closing the meet-
ings for such purpose is obtained from
the Office of the General Counsel and the
Office of Public Affairs.

(19) Functions vested in the Secretary
under the second sentence of section 309
(Health Conferences) of the Public
Health Service Act (42 U.S.C. 242n) to
call for a conference and invite.as many
health authorities and officials of State
or local public or private agencies or or-
ganizations as deemed necessary or
proper on subjects related to the func-
tions of the Food and Drug Administra-
tion.

(20) Functions vested in the Secretary
under section 501 (Gifts) of the Public
Health Service Act (42 U.S.C. 219) to ac-
cept offers of unconditional gifts, of other
than real property, provided such gifts

are of $1,000 value or less and the total
costs associated with acceptance of
property will not exceed the cost of pur-
chasing a similar item and the cost of
normal care and maintenance,

(21) Functions vested In the Secretary
under section 362 of the Public Health
Service Act (42 U.S.C. 265) which relate
to the prohibition of the introduction of
foods, drugs, devices, cosmetics, and elec-
tronic products and other Items or prod-
ucts regulated by the Food and Drug Ad-
ministration into the United States when
it Is determined that It is required in the
interest of public health when such func-
tions relate to the law enforcement func-
tions of the Food and Drug Administra-
tion.

(b) The Chief Counsel for the Food
and Drug Administration and Assistant
General Counsel In charge of the Divi-
sion of Food and Drugs, Office of General
Counsel, Department of Health, Educa-
tion, and Welfare, has been authorized to
report apparent violations to the Depart-
ment of Justice for the institution of
criminal proceedings, pursuant to section
305 of the Federal Food, Drug, and Cos-
metic Act, section 4 of the Federal Im-
port Milk Act, and section 9(b) of the
Federal Caustic Poison Act.

(c) The Assistant Secretary for Health
has redelegated to the Commissioner of
Food and Drugs, with authority to re-
delegate, the authority delegated to him
by the Assistant Secretary for Admin.
Istration and Management: (1) To cer-
tify true copies of any boos, records,
papers, or other documents on file
within the Department, or extracts from
such; to certify that true copies are
true copies of the entire file of the De-
partment; to certify the complete origi-
nal record or to certify the nonexistence
of records on file within the Depart-
ment; and to cause the Seal of the De-
partment to be affixed to such certifica-
tions and to agreements, avlards, cita-
tions, diplomas, and similar documents.

(2) To establish volunteer service
programs and accept volunteer services
for use in the operation of a health care
facility or the provision of health care
under section 223 of the Public Health
Services Act (42 U.S.C. 217b).

Subpart B-Redelegations of Authority
From the Commissioner of Food and Drugs

§ 5.20 General redelegations of author-
ity from the Commissioner to other
officers of the Administration.

(a) Final authority of the Commls-
sioner of Food and Drugs Is redelegated
as set forth in this subpart. Further re-
delegation of the authority vested herein
is not authorized. Authority redelegated
herein to a position by title may be ex-
ercised by a person officially designated
to serve In such position In an acting
capacity or on a temporary basis, unless
prohibited by a restriction written Into
the document designating him as "act-
ing" or unless not legally permisslble.

(b) The Deputy Commissioner of Food
and Drugs and the Associate Commis-
sioner fQr Compliance are authorized to
tferform all the'functions of the Com-
missioner of Food and Drugs.
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§ 5.21 Delegations regarding hearings
and review boards.

(a) The Directors and Deputy Direc-
tors of Bureaus, Regional Food and Drug
Directors, Deputy Regional Food and
Drug Directors, and District Directors
are authorized to designate officials to
hold informal hearings which relate to
their assigned functions under sections
305, 404(b), and 801(a) of the Federal
Food, Drug, and Cosmetic Act, section 6
of the Fair Packaging and Labeling Act,

- section 9(b) of the.Federal Caustic Poi-
son Act, and section 5 of the Federal Im-
port Milk Act. Officials so designated are
delegated authority vest6d in the Secre-
tary-of Agriculture by 7 U.S.C. 2217 (43
Stat. 803) to administer or to take from
any person an oath, affirmnation, affidavit,
or deposition for use in any prosecution
or proceeding under or in enforcement
of any- law as cited in this section.

(b) The Director and Deputy Director
of the Bureau of Radiological Health are
authorized to hold hearings under sec-
tion 360 (a) of the Public Health Service
Act, and to designate officials to hold in-
formal hearings under section 360(a) of
the act.

§ 5.22 Delegations regarding imports.
(a) The Regional Food and Drug Di-

rectors, Deputy Regional Food and Drug
Directors, and District Directors are au-
thorized to designate officials who may
request, under section 801(a) of the Fed-
eral Food, Drug, and Cosmetic Act, frbm
the Secretary of the Treasury samples of
foods, drugs, devices or cosmetics im-
ported, or offered for impoit, in order to
determine whether such articles are in
compliance with the act.

1b) The Director and Deputy Diiector
of the Bureau of Radiological Health,
and the Director of the Division of Com-
pliance of that Bureau are authorized
to request, under section 360(a) of the
Public Health Service Act; from the Sec-
retary of the Treasury samples of elec-
tronic products imported or offered for
import in order to determine whether
such articles are in compliance with that
act.

(c) The Director and Deputy Director
of the Bureau of Radiological Health,
and the Director of the Division of Com-
pliance of that Bureau may, under sec-
tion 360B(b) of the Public Health 8erv-
ice Act, exempt persons from issuing a
certification as required by section 358
(h) of the act, for electronic products
imported into the United States for test-
ing, evaluation, demonstration, or train-
ing, which will not be introduced Into
commerce and upon completion of their
function, will be destroyed or exported
in accord with Bureau of Customs regu-
lations.

(d) The Regional Food and Drug Di-
retobrs, Deputy Regional Food and Drug
Directors, and District Directors are au-
thorized to exercise all of the functions
of the Commissioner of Food and Drugs
under section 362 of the Public Health
Service Act (42 U.S.C. 265) that relate to
the prohibition of the introduction of
foods, drugs, devices, cosmetics, and elec-

tronic products and other items or piod-
ucts regulated by the Food and Drug Ad-
ministration into the United States when
it is determined that It is required in the
interest of public health, and such func-
tions relate to the law enforcement func-
tions of the Food and Drug Adminis-
tration.
§5.23 Dclegations regarding certifica-

tion bf true copies and use of Depart-
ment sea).

(a) The following officials are author-
ized to certify true copies of or extracts
from any books, records, papers, or other
documents on file within the Food and
Drug Administration, to certify that
copies are true copies of the entire file,
to certify the complete original record,
or to certify the nonexistence of records
on file within the Administration, and to
cause the seal of the Department to be
affixed to such certifications:

(1) Associate and Deputy Associate
Commissioners.

(2) Assistant and Deputy Assistant
Commissioners.

(3) Director of the Executive Secre-
tariat. j

(4) Director and Deputy Director of
the Office of Legislative Services.

(5) The FDA Regulations Officer and
the Federal Register Liaison Officer afd
their alternates of the Office of the Asso-
ciate Commissioner for Compliance.

(6) Directors and Deputy Directors
of Bureaus and Executive Director and
Deputy Executive Director of Regional
Operations.

(7) Director of the Offce of Planning
and Evaluation, the Associate Director
and Deputy Associate Director for Com-
pliance, and the Directors of the Divi-
ions of: Methadone Monitoring; Drug

-Product Quality; Drug Labeling Compli-
ance; and Drug Manufacturing of the
Bureau of Drugs.

(8) Associate Director for Manage-
ment, the Associate Director and Deputy
Associate Director for Compliance, and
the Directors of the Divisions ol: Regu-
latory Guidance; Food Technology; and
Food Service of the Bureau of Foods.

(9) Associate Director and the Direc-
tor of the Division of Compliance of the
Bureau of Biologics.

(10) Director and Deputy Director of
the Division of Compliance of the Bureau
of Veterinary Medicine.

(11) Associate Director for Admints-
tration of the Bureau of Radiological
Health, and the Director of the Division
of Compliance of that Bureau.

(12) Assistant Director for Program
Operations and the Director of the Di-
vision of Compliance of the Bureau of
Medical Device and Diagnostic Products.

(b) The following officials are author-
ized to cause the seal of the Department
to be affixed to agreements, awards, cita-
tions, diplomas, and similar documents.

_1) Associate and Deputy Associate
Commissioners.

(2) The Director of the Division of
Personnel Management of the OfMice of
Administration and the Chief of the
Career Development and Training
Branch of that Division and Office.

(c) The FPmERA Rrrsmo R Writer and
his alternates of the Office of Compliance
are authorized to certify true copies of
FrZmEL Rr omrs documents.
§ 5.24 Delegations regarding disclosure

of official records.

(a) The following officials are author-
ized to make determinations to disclose
offical records and information, in
'accordance with § 4.1 of this chapter.

(1) The Director and Deputy Director
of the Bureau of Drugs, and the Asso-
clate Director and Deputy Associate Di-
rector for Compliance and the Directors
of the Divisions of: Methadone Monitor-
ing; Drug Product Quality; Drug Label-
ing Compliance; and Drug Manufactur-
ing of that Bureau.

(2) The Director and Deputy Director
of the Bureau of Foods, and the Associate
Director and Deputy Associate Director
for Compliance and the Director of the
Division of Regulatory Guidance of that
Bureau.

(3) The Director and Deputy Director
of the Bureau of Veterinary Medicine
and the Director and Deputy Director of
the Division of Compliance of that
Bureau.

(4) The Director and Deputy Director,
Bureau of Radiological Health, and the
Director of- the Division of Electronic
Products and the Director of the Division
of Compliance of that Bureau.

(5) The Director and Deputy Director
of the Bureau of Biologics, and the As-
sociate Director and the Director of the
Division of Compliance of that Bureau.

(6) The Director and Deputy Director
of the Bureau of Medical Devices-and
Diagnostic Products and the Director of
the Division of Compliance of that
Bureau.

(b) The Chief of the Drug Listing
3Branch of the Division of Drug a beling
Compliance of the Bureau of Drugs is
authorlzed to sign affidavits" regarding
the presence or absence of records of
Registration of Drug Establishments.

(c) The Chief of the Records Section
of the Administrative Services Branch,
Division of Management Services, Office
of Administration, is authorized to sign
affidavits regarding the presence or
absence of records in the files of that
section.
§ 5.25 Delegations regarding certifica-

tion of color additives.
The Director and Deputy Director of

the Bureau of Foods, the Associate Di- -
rector and Deputy Associate Director for
Technology, and the Director andDeputy
Director of the Division of Color Tech-
nology of that Bureau are authorized to
certify batches of color additives for use
In foods, drugs, or cosmetics, under sec-
tion 706 of the Federal Food, Drug, and
CosmeticAcL
§5.26 Delegations regarding certifica-

tionof insulin.
The Director, Deputy Director, and the

Associate Director and Deputy Assbciate
Director for Compliance of the Bureau
of Drugs, the Director and Deputy Di-
rector of the Division of Drug Product
Quality of that Bureau, and the Chief
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and Assistant Chief of the Certification
Services Branch of that Division and
Bureau are authorized to certify or reject
batches of drugs containing insulin, pur-
suant to section 506(a) of the Federal,
Food, Drug, and Cosmetic Act.
§ 5.27 Delegations regarding certifica-

tion of antibiotic drugs. /
The Director, Deputy Director, and

the Associate Director and Deputy Asso-
ciate Director for Compliance. of the
Bureau of Drugs, the Director and Dep-
uty Director of the Division of Drug
Product Quality of that Bureau, and the
Chief and Assistant Chief of the Certifi-
cation Services Branch of that Division

-and Bureau are authorized to certify
or reject batches of antibiotic drugs, or
any derivative of these drugs, pursuant
to sections 507(a) and 512(n) of the Fed-
eral Food, Drug, and Cosmetic Act.
§ 5.28 Delegations regarding approved

new animal drug applications and
approved new animal drug applica-
tion supplements for new animal
drugs.

The Director of the Bureau of Veter-
inary Medicine is authorized to perform
all the functions of the Commissioner of
Food and Drugs with regard to the ap-
provar of new animal drug applications,
and new animal drug application supple-
ments, for new animal drugs submitted
pursuant to section 512 of the Federal
Food, Drug, and Cosmetic Act. The Di-
rector of the Division of Veterinary
Medical Review of the Bureau of Veter-
inary Medicine is authorized to perform
for functions of the Coramissioner with
regard to the approval of applications
for animal feeds containing new animal
drugs.

§ 5,29 Delegations regarding approval
of new-drug applications and new-
drug application supple ments for
drugs for human use.

(a) The Director, Deputy Director, and
Associate Director for New Drug Evalua-
tion of the Bureau of Drugs are author-
Ized to perform all the tunctions of the
Commissioner of Food and Drugs with
regard to the approval of new-drug ap-
plications aid new-drug application sup-
plements which are for drugs for human
use and have been submitted pursuant
to section 505 of the Federal Food, Drug,
and Cosmetic Act.

(b) The D.irectors of the Divisions of:
Anti-Infective Drug Products; Cardto-
Renal Drug Products; Surgical-Dental
Drug Products; Metabolism and Endo-
crine Drug Products; Neuropharmaco-
logical Drug Products; Oncology and
Radiopharmaceutical Drug Products;
and Drug Advertising of the Bureau of
Drugs are authorized to perform all the
functions of the Commissioner with re-
gard to the approval of new-drug appli-
cation supplements which are for drugs
for human usq and have been submitted
pursuant to section 505 of the Federal
Food, Drug, and Cosmetic Act.

§ 5.30 Delegations regarding issuance of
notices relating to proposals to refiuse
approval or to withdraw approval of
new-drug applications and new drug
application supplements for drugs
for human use.

The Director of the Bureau of Drugs
is authorized to issue notices of an op-
portunity for a hearing on proposals to
refuse approval or to withdraw approval
of new drug applications and new drug
application supplements for drugs for
human use submitted pursuant to sec-
tion 505 of the Federal Food, Drug, and
Cosmetic Act and to issue notices of
denial or withdrawal of approval when
opportunity for hearing has been waived.

§ 5.31 Delegation regarding designation
of official master and working stand-
ards for antibiotic drugs.

The Director, Deputy Director, and
Associate Director for Pharmaceutical
Research and Testing of the Bureau of
Drugs, and the Director of the National
Center for Antibiotics Analysis of that
Bureau are authorized to designate offi-
cial Food and Drug Administration mas-
ter and working standards for antibiotic
drugs under § 430.5 of this chapter.

§ 5.32 Delegations regarding emergency
k functions.

Each Regional Food and Drug Director
is authorized, during any period when
normal channels of direction are dis-
rupted between the Food and Drug Ad-
ministration headquarters and his region,
-to fully represent the FoOd and Drug
Administration within his region in con-
sonance with the Department of Health,
Education, and Welfare regional emer-
gency plans and to exercise the authority
of the Commissioner for supervision of
and direction to all Food and Drug Ad-
ministration activities and use of re-
sources within his region for continuity
and for Federal Emergency Health Serv-
ice operations. These same officials are
authorized to provide in Regional Emer-
gency Plans for the delegation of Food
and Drug Administration regional au-
thorities to heads of field activities when
such activities are cut off from pational
and regional headquarters.

§ 5.33, Delegations regarding enforce-
ment activities.

(a) Duly appointed and authorized in-
spectors, officers, and employees of the
Food and Drug Administration who have
been issued the Food and Drug Adminis-
tration official credentials consisting of
FD Form 200a entitled "Identification
Record" and FD Form 200b entitled
"Specification of General Authority" are
designdted by the Commissioner of Food
and Drugs:

(1) To conduct examinations, inspec-
tions, and investigations; to collect and
obtain samples; to have access to and
to copy and verify records; and to super-
vise compliance operations, for the en-
forcement of the Federal Food, Drug, and
Cosmetic Act, the Fair Packaging and
Labeling Act, the Federal Caustic Poison

Act, the Import Milk Act, the I-lled Milk
Act, the Tea Importation Act, the Radia-
tion Control for Health and Safety Act
of 1968, and section 361 of the Public
Health Service Act.

(2) To administer oaths and affirma-
tions under section 1 of the Act of Jan-
uary 31, 1925 (Ch. 124, 43 Stat. 803);
sections 12 to 15 of Reorganization Plan
No. IV, effective June 30, 1940, and Re-
organization Plan No. 1 of 1953, effective
April 11, 1953.

(b) Duly appointed and authorized
Inspectors, officers, and employees of the
Food and Drug Administration who have
been issued the Food and Drtg Adminis-
traton official credentials consisting of
FD Form 200a entitled "Identification
Record" and FD Form 200c entitled
"Specification of General and Special
Authority" are designated by the Com-
missioner of Food and Drugs:

(1) To perform the duties enumerated
in paragraph (a) (1) and (2) of this
section.,

(2) As officers and employees having
the authority to request and the author-
ity to have access to and copy and verify
records and reports required by sections
505 (1) and (j), 507 (d) and (g), and
512 (1) and (m) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355
(i) and (j), 357 (d) and (g), and 360b
(1) and (in)).

(c) The Food and Drug Administ.rq-
'tion official credentials referred to in
paragraphs (a) and (b) of this section
are described as follows:

(1) FD Form 200a entitled "Identifica-
tion Record" bears a color photograph,
description, and signature of the bearer,
an Identification number, an expiration
date, the Department of Health, Educa-
tion, and Welfare seal with blue imprint
centered to the left of the photograph
and the Food and Drug Administration
symbol centered to the right of the photo-
graph.

(2) FD Form 200b entitled "Specifica-
'tion of General Authority" bears the
holder's name, his general authority, an
Identification number, an expiration
date, and the CommissionerS signature.

(3) FD Form 200c entitled "Specifica-
tion of General and Special Authority"
bears the holder's name, his general and
special authority, an Identification num-
ber, an expiration date, and the Com-
missioner's signature and is superimposed
in the lower right comer with a red,
white, and blue stripe imprint.

(4) Both FD Form 200b and FD Form
200c bear the name of the Department
of Health, Education, and Welfare, Pub-
lic Health Service, and Food and Drug
Administration and are superimposed
with the Depattment seal with blue im-
print.

(d) The Director and Deputy Director
of the Bureau of Radiological Health are
authorized to refuse admission of non-
complying electronic product Imports
and to notify the S~cretary of the Treas-
ury of such refusal under section 3O0(a)
of the Public Health Service Act and
are authorized to refuse or to grant per-
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mission and time extensions to bring
such products into-compliance, and are
authorized to supervise or designate an
official to -upervise such operations
under section 360(b) of the act.

(e) The Director and Deputy Director
of the Bureau of Radiological Health and
the Director of the Division of Compli-
ance of that Bureau are authorized to
perform all of the functions of the Com-
missioner of Food and Drugs under sec-
tion 360A(a) of the Public Health Serv-
ice Act relating to electronic product
safety and inspection of electronic prQd-
uct manufacturers' premises, and to per-
form all of thefunctions of the Commis-
sioner of Food and Drugs under section
360A(b) of the act relating to the estab-
lishment, maintenance, and inspection of
electronic product manufacturers' rec-
ords.

f) The Director and Deputy Director
of the Bureau of Radiological Health are
authorized to designate officials to make
accident and investigation reports under
section 360A(d) of the Public Health
Service Act.

(g) The Director, Deputy Director, and
Associate Director of the Bureau of Bio-
logics and the Director of the Division of
Compliance of that Bureau may author-
ize, pursuant to section 351(c) of the
Public Health Service Act (42 U.S.C. 262
(c)), any officer, agent, or employee to
enter and Inspect any establishment
which is subject to the provisions of sec-
tion 351 of the act (42 U.S.C. 262).

§ 5.34 Delegations regarding certifica-
tion following inspections.

Regional Food and Drug Directors,
Deputy Regional Food and Drug Direc-
tors, and District Directors are author-
ized to issue certificates of sanitation
under_21 CFR 1240.20.

§ 5.35 Delegations regarding grants and
fellouships.

(a) The Associate and Deputy Asso-
ciate Commissioner for Science are au-
thorized to approve or disapprove all
Applications for grants and fellowships
and to select officials to serve as program
managers to exercise scientific oversight
and to monitor grantee progress.

(b) The-Associate and Deputy Asso-
ciate Commissioner for Administration
anctthe, Director'and Deputy-Director of
the Division of Contracts and Grants
Management of the Office of-the Associ-
ate Commissioner for Administration are
authorized to execute grant awards upon
approval by the Associate or Deputy As-
sociate Commissioner for Science under
sections 301, 308,, 311, and 356 of the
Public Health Service Act, and to notify
grantees of officials who will serve as the
FDA program manager for their grant.

§ 5.36 Delegation regarding issuance,
amendment, or repeal of regulations
pertaining to antibiotic drugs for
human use.

The Director and Deputy Director of
the Bureau of Drugs and the Assistant
Director for Regulatory Affairs are au-
thorized to perform all of the functions
of the Commissioner of Food and Drugs
under section 507 of the Federal Food,

Drug, and Cosmetic Act regarding the Is-
suance, amendment, or repeal of regula-
tions pertaining to antibiotic drugs for
human use.
§ 5.37 Delegation regarding issuance of

notices of iling of petitions and no-
tices of proposed rulemaking pertain-
ing to food standards, food additives,
and color additives.

The Director of the Bureau of Foods Is
authorized to perform all the functions
of the Commissioner of Food and Drugs
under sections 401, 409, and 706 of the
Federal Food, Drug, and Cosmetic Act
regarding the issuance of notices of filing
of petitions and notices of proposed rule-
making pertaining to food standards.
food additives, 'and color additives.
§ 5.33 - Delegations regarding termina-

tion of exemptions for new drugs for
investigational use in human beings,
in. laboratory research animals or in
vitro tests, or in animals.

(a) The Director and Deputy Director
of the Bureau of Drugs are authorized
to perform all the functions of the Com-
missioner o Food and Drugs with regard
to the termination of exemptions for new
drugs for investigational use In human
beings under § 312.1 and in laboratory
research animals or in vitro tests under
§ 312.9 of this chapter, except those
which pertain to a biological product
subject to the licensing provisions of sec-
tion 351 of the Public Health Service Act
(42 U.S.C. 262). The Associate Director
and Deputy Associate Director for New
Drug Evaluation and the Directors of the
Divisions of: Anti-Infective Drug Prod-
ucts; Cardio-Renal Drug Products; Sur-
gical-Dental Drug Products; Metabolism
and Endocrine Drug Products; Neuro-
pharmacological Drug Products; and
Oncology and Radopharmaceutical Drug
Products of the Bureau of Drugs are au-
thorized to notify sponsors and invite
correction prior to termination action on
such exemptions.

(b) The Director, Deputy Director, and
Associate Director of the Bureau of Bio-
logics are authorized'to perform all the
functions of the Commissioner of Food
and Drugs with regard to the termina-
tion of those exemptions for new drugs
for investigational use In human beings
under § 312.1 and in laboratory research
animals or in vitro tests under § 312.9 of
this chapter pertaining to a biological
product subject to the licensing provi-
sions of section 351 of the Public Health
Service Act (42 U.S.C. 262).

(c) The Director and Deputy Director
of the Bureau of Veterinary Medicine are
authorized to perform all the functions
of the Conmissloner of Food and Drugs
with regard to the termination of exemp-
tions for new animal drugs for Investiga-
tional use in animals under § 511.1 of this
chapter.
§ 5.39 Delegations regarding detention

of meat, poultry, eggs, and related
products.

The Regional Food and Drug Directors,
Deputy Regional Food and Drug Direc-
tors, and District Directord are author-
ized to perform and to designate other

offclals to perform all the functions of
the Commissioner of Food and Drugs
under:

(a) Section 409(b) of the Federal Meat
Inspection Act (21 U.S.C. 679(b)) which
relate to the detention of any carcass.
part thereof, meat, or meat product of
cattle, sheep, swine, goats, or equines.

(b) Section 24(b) of the Poultry Prod-
ucts Inspection Act (21 U.S.C. 467f(b))
which relate to the detention of any
poultry carcass, part thereof, or poultry
product.

(c) The Egg Products Inspection Act
(21 U.S.C. 1031 et seq.).

§ 5.40 Delegations regarding approval
or schools providing food-processing
instruction.

The Director and Deputy Director of
the Bureau of Foods are authorized to
perform all of the functions of the Com-
missioner of Food and Drugs under
§ 128b.10 of this chapter regarding the
approval of schools giving instruction in
retort operations, processing systems op-
erations, aseptic processing and pack-
aging systems operations, and container
closure inspections.

§ 5.41 Delegations regarding i-suance of
reports of minor violations.

(a) The following officials are author-
ized to perform all the functions of the
Commissioner of Food and Drugs under
section 306 of the Federal Food, Drug,
and Cosmetic Act regarding the issuance
of written notices or warnings:

(1) The Director and Deputy Director
of the Buriau of Drugs and the Associ-
ateDirector and Deputy Associate Direc-
tor for Compliance of that Bureau.

(2) The Director and Deputy Director
of the Bureau of Foods and the Associate
Director and Deputy Associate Director
for Compliance of that Bureau.

(3) The Director and Deputy Director
of the Bureau of Veterinary Medicine
and the Director and Deputy Director of
the Division of Compliance of that Bu-
reau.

(4) The Director and Deputy Director
of the Bureau of Medical Devices and
Diagnostic Products and the Director of
the Division of Compliance of that Bu.-
reau.

(5) The Director and Deputy Director
of the Bureau of Biologics, and the Asso-
ciate Director and the Director of the
Division of Compliance of that, Bureau.

(b) The Director and Deputy Director
of the Bureau of Radiological Health are
authorized to perform all the functions
of the Commissioner of Food and Drugs
under section 360C(d) of the Public
Health Service Act regarding the Issu-'
ance of written notices or warnings-.

§ 5.42 Delegations relating to granting
and withdrawing variances from per-
forninnce standards for electronic
products.

The Director and Deputy Director of
the Bureau of Radiological Health are
authorized to grdnt and withdraw varl-
ances from the provisions of perform-
ance standards for electronic products
established in Subchapter 3 of this1
chapter.
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§ 5.43 Delegations relating to exemp-
tions from performance standards for
electronic products.

The Director of the Bureau of Radio-
logical Health is authorized to exempt
from performance standards any elec-
tronic product intended solely or pre-
dominantly for departments or agencies
of the United States under section 358
(a) (5) of the Public Health Service Act.
§ 5.44 Delegations relating to testing

programs and methods of certifica.
tion and identification for electronic
products.

The Director and Deputy Director of
the Bureau of Radiological Health and
the Director of the Division of Compli-
ance of that Bureau are authorized to
review and evaluate industry testing pro-
grams under section 358(g) of the Public
Health Service Act, and to approve or
disapprove alternate, methods of certifi-
cation and Identification and to disap-
prove testing programs upon which
certification is based under section
358(h) of the act.
§ 5.45 Delegations relating'to notifica-

tion of defects in, and repair or re-
placement of, electronic products.

The Director and Deputy Director of
the Bureau of Radiological Health are
authorized to perform all the functions
of the Connissioner of Food and Drugs
relating to notification of defects in, and
repair or replacement of, electronic
products under section 359 of the Public
Health Service Act and under §§ 1003.11,
1003.22, 1003.31, 1004.2, 1004.3, 1004.4,
and 1004.6 of this chapter. The Director
of the Division of Compliance of the Bu-
reau of Radiological Health is authorized
to notify manufacturers of defects in,
and noncompliance of, electronic prod-
ucts under section 359(e) of the Public
Health Service Act,
§ 5.46 Delegations relating to manufac-

turer's resident import agents.
The Director and Deputy Director of

the Bureau of Radiological Health are
authorized - to reject manufacturers'
designations of resident import agents
pursuant to § 1005.25(b) of this chapter.
§ 5.47 Delegations relating to requiring

manufacturers to provide data to ulti-
mate purchasers of electronic prod-
ucts.

The Director and Deputy Director of
the Bureau of Radiological Health are
authorized to require manufacturers to,
provide performance and technical data
to the ultimate purchaser of electronic
products under section 360A(c) of the
Public Health Service Act.
§ 5.48 Delegations relating to directing

dealers and distributors of electronic
products to provide data to mnanufac-
turers.

The Director and Deputy Director of
the Bureau of Radiological Health and
the Director of the Division of Compli-
ance of that Bureau and the Regional
Fooil and Drug Directors are authorized
to direct dealers and distributors of elec-
tronic products to furnish information

PROPOSED RULES

on first purchasers of such products to
the manufacturer of the product under
section 360A(f) of the Public Health
Service Act.

§-5.49 Delegations relating to acceptance
of assistance from State and local au-
thorities for enforcement of radiation
control legislation and regulations.

The Director and Deputy Director of
the Bureau of Radiological Health are
authorized to accept assistance from
State and local- authorities engaged In
activities related to fiealth or safety
or consumer protection on a reimburs-
able basis or otherwise, under section
360E of the Public Health Service Act.

§ 5.50 Delegations regarding issuance
and revodation of licenses for the
propagation or manufacture and
preparation of biological products.

The Director and Deputy Director of
the Bureau of Biologics and the Associate
Director of that Bureau are authorized
to issue licenses under section 351 of the.
Public Health Service Act (42 U.S.C. 262)
for propagation or manufacture and
preparation of biological products as
specified in the act, and to revoke such
licenses at the manufacturer's request.

Subpart C-Organization

§ 5.100 Headquarters.

The central organization of the Food
and Drug Administration consists of the
following:

OFFICE OF THE COMMISSIONER'

Commissioner of Food and Drugs.
Deputy Commissioner.

Administrative Law Judge.
Associate Commissioner for Compliance.

Hearing Clerk.
Associate Commissioner for Medical Affairs.
Associate Commissioner for Science.
Associate Commissioner for Administration.
Assistant Commissioner for Public Affairs.
Assistant Commissioner for Planning and

Evaluation.
Assistant Commissioner for Professional and

ConsumerPrograms.

UREAV OF 3IOLOGICS 2

Office of the Director.
Division of Compliance.
Division of Virology.
Division of Blood and Blood Products.
Division of Control Activities.
Division of Pathology.
Division of Bacterial Products.

I3UREAU OF DRUGS'

Office of the Director.
Office of Planning and Evaluation.
Associate Director for Drug Monographs.
Division of OTC Drug Evaluation.
Division of Biopharmaceutics.
,Division of Generic Drug Monographs.
Associate Director for Biometrics and Epi-

demiology.
Division of Biometrics.
Division of Poison Control.
Division of Drug Experience.
Associate Director for Compliance.
Division of Methadone Monitoring.
Division of Drug Product Quality.
Division of Drug Labeling Compliance.
Division of Drug Manufacturing.

I Mailing address: 5600 Fishers Lane, Rock-
ville, MD 20852.

sk Mailing address: 8800 Rockville Pike,
Bethesda, MD 20014.

Axsociate Director for Pharmnceutical Re-
search and Testing.

Division of Drug Biology.
Division of Drug Chemistry.
National Center for Antibiotics Analysis.
National Center for Drug Analysis.
Associate Director for New Drug Evaluation.
Division of Anti-Infective Drug Products.
Division of Cardo-Renal Drug Products.
Division of Surgical-Dental Drug Products,
Division of Metabolism and Endocrine Drug

Products.
Division of Neuropharmacological Drug Prod-

ucts.
Division of Oncology and Radopharnmaeu-

tical Drug Products.
Division of Drug Advertising,
Associate Director for Information Systems,
Division of Drug Information Resources.
Division of Information Systems Design.
Medical Library.

1U1UREAU OF FOODS 0

Office of the Director.
Associate Director for Compliance.
Division of Regulatory Guidance,
Division of Compliance Programs.
Division of Industry Programs.
Division of Food and Color Additives,
Associate Director for Sciences.
Division of Chemistry and Physics.
Division of Toxicology.
Division of Pathology.
Division of Microbiology
Division of Mathematics.
Associate Director for Technology.
Division of Food Technology.
Division of Chemical Technology.
Division of Color Technology.
Division of Cosmetics Technology.
Associate Director for Nutrition and Con-

sumer Sciences.
Division of Consumer Studies.
Division of Food Service.
Division of Nutrition.

BUREAU OF MEDICAL DEVICES AND
DIAGNOSTIC PRODUCTS 1

Office of the Director.
Division of Compliance.
Division of Diagnostic Product Standards and

Research.
Division of Medical Device Standards and
Research.

Division of Classification and Scientiflo
Evaluation.

BUREAU Or RADIOLOGICAL IlEALT5 I

Office of the Director.
Division of Compliance.
Division of Biological Effects.
Division of Electronic Products.
Division of Radioactive Materials and Ni-

clear Medicine.
Division of Training and Medical Applica.

tions.

BUREAU O VETERINARY :tEDicimi

OffIce of the Director.
Division of Compliance.
Division of New Animal Drugs.
Division of Nutritional Sciences.
Division of Veterinary Medical Roview.
Division of Veterinary Research.
EXECUTIVE DIRECTOR O REGIONArL OP RATIONS

Office of the Executive Director.
Division of Field Operations.
Division of Planning and Analysis.
Division of Federal-State Relation,

2ATIOAL CENTER FOR TOXICOLoGICAL
REsEARcn

4

Office of the Director.
Office of Plans, Programs, and Systems.

'Mailing address: 200 0 St. SW., Wash-
ington, D.C. 20204.

Mailing address: Jefferson, AR '72070.
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As ociate Director for Operations.
Division of Animal Husbandry.
Division of Diagnostics.
Division of Diet Preparation.
Division of Facllties Engineering and Main-

tenance.
Division of Chemistry.
Associate Director for Pathology.
Division of Histopathology.
Division of Clinical Pathology.
Division of Pathology Research.
Associate Director for Toxicology.-
Division of Acute/Subacute Studies.
Division of Chronic Studies.
Division of Teratogenic Research.
Division of Mutagenic Research.
Division of Comparative Pharmacology.

5.105 Chief Counsel for the Food and
Drug Administration and Assistant
General Counsel for Food and Drugs,
Office of General Counsel, Depart-
ment of Health, Education, and Wel-
fare.

Chief Counsel for the Food and Drug
Administration and Assistant General
Counsel for Food and Drugs, Room 6-57,
5600 Fishers Lane, Rockville, MD 20852.
§ 5.-10 FDA Public Records and Docu-

ments Center.
The FDA Public Records and Docu-

ments Center, HFC-18, is located in Rm.
4-62, Parklawn Bldg., 5600 Fishers Lane,
Rockvlle, IMD 20852, Telephone: 301-
443-6310.
§ 5.1111 FDA Hearing Clerk.

The FDA Hearing Clerk,- HFC-20, is
located in Rm. 4-65, Parklawn Building,
5600 Fishers Lane, Rockville, MD 20852.
Telephone: 301-443-1753.
§ 5.115 Field structure.

REGION I

Regional Field Office: 585 Commercial Street,
Boston, MA 02109.

District Office: 585 Commercial Street, Bos-
ton, 1A 02109.

Winchester Engineering and Analytical Cen-
ter: 109 Holton Street, Winchester, MA
01890,

REGsoN II ,

Regional Field Office: 850 Third Avenue,
Brooklyn, NY 11232.

District Office: 850 Third Avenue, Brooklyn,
NY 11232.

District Office: 599 Delaware Avenue, Buf-
falo, NY 14202.

District Office: Room 831, 970 Broad Street,
2Tewark, NJ 07102.

-District Office: Post Office Box S-4427, San
Juan Station, San Juan, PR 00905.

REGION 31
Regional Field Office: Room 1204, Second and

Chestnut Streets, Philadelphia, PA 19106.
District Office: Room 1204, Second and Chest-

nut Streets Philadelphia, PA 19106.
District Office: 900 Madlson Avenue, Balti-

more, MD 21201.

REGION IV-

Regional- Fleld Office: 880 West Peachtree
Street, Atlanta, GA 30309.

District Office: 880 West Peachtree Street,
Atlanta, GA 30309.

District Office 297 Plus Park Boulevard,
Nashville, TH 37217.

District Officel. Post Office Box 118, Orlando,
P1F 32802.

RruoN V

Regional Field Office: Room A-1945, 175 West
Jackson Boulevard, Chicago, IL 00807.

District Office: Room 1222, 433 West Van
Buren Street, Chicago, IL 6007.

District Office: 1141 Central Parkray. Cin-
clnnati, OH 45202.

District Offico: 1560 East Jefferson Avenue,
Detroit, II 48207.

District Offico: 240 Hennepln Avenue. Min-
neapolis, MN 55401.

Minneapolis Center for Microbiological In-
vestigatlons: 240 Hennepln Avenue. ?Mn-
neapolls, MN 55401.

ERazoir VI
Regional Field Office: 3032 Bryan Street,

Dallas, TX 75204.
District Office: 3032 Bryan Street, Dallas, TX

75204.
District Offico: Room 222, 423 Canal Street,

New Orleans, IA 70130.
Houston Section: Room 413, 201 Fannln

Street, Houston, TX 77002.

REGION VII

Regional Field OffIce: 1009 Cherry Street,
Kansas City, M1O 64100.

District Offce: 1009 Cherry Street, Kansa
City, MO 6410G.

Rxoror VII
Regional Field Office: 721 19th Street, U.S.

Customhouse, Denver, CO 80202.
District Office: -721 I9th Street, U.S. Custom-

house, Denver, CO 80202.

Rrror 3X
Regional Field Office: Room 518, 50 Fulton

Street, San FrancIsco, CA 94102.
District Office: Room 518, 50 Fulton Street,

San Francisco, CA 94102..
District Office: 1521 West Pico Boulevard, Loe

Angeles, CA 90015.

Regional Field Office: 'Room 5003, 909 First
Avenue, Seattle, WA 98174.

District Ofllce: Room 5003, 009 irst Avenue,
Seattle, WA 98174.

PART 6-ENVIRONMENTAL IMPACT
CONSIDERATIONS

§ 6.4 [Amended]
5. In Part 6, by amending I 6.4(a) (2)

to change the reference to "§ 2.121'" to
read "Subpart B of Part 5".

PART 8-COLOR ADDITIVES
6. In Part 8, by revising § 8.12 to read

as follows:
§ 8.12 Advisory committee on the up-

plicability of the anticancer clause.
All requests for and procedures gov-

erning any advisory committee on the
anticancer clause shall be subject to the
provisions of Subpart D of Part 2, and
particularly §§ 2.360 through 2.364, of
this chapter.

§§ 8.13, 8.14 (Revoked].
7. By revoking H§ 8.13 and 8.14.
8. By revising § 8.18 and 8.19 to read

as follows:
§ 8.18 Petition for exemption from cer-

tification.
A manufacturer, packer, or distributor

of a color additive or color additive mix-
ture may petition for an exemption from

certification pursuant to Part 2 of this
chapter. Any such petition shall show
why such certification is not necessary
for the protection of public health.-

§8.19 Procedure for objections and
hearings.

(a) Objections and hearings relating
to color additive regulations under sec-'
tions 706 (b) and (c) of the act shall be
governed by Part 2 of this chapter.

(b) The fees specified in § 8.0 shall
be applicable.
§§ 8.20, 8.21 [Revoked].

9. By revoking § 8.20 and 8.21.
10. By amending § 8.27 by adding a

sentence at the end of paragraph (b) to
read as follows:
§ 8.27 Certification.

(b) * Any person who contests
such refusal shall have an opportunity
for a regulatory hearing before the Food
and Drug Administration pursuant to
Subpart F of Part 2 of this chapter.

11. By revising § 8.28(b) to read as
follows:
§ 8.28 Authority to refuse certification

service.

(b) Any person who contests suspen-
s on of service shall have an opportunity
for a regulatory hearing before the Food
and Drug Administration pursuant' to
Subpart F of Part 2 of this chapter.

12. By amending § 8.33 byr adding a
sentence at the end. of paragraph (a) to
read as follows: 0
{ 8.33 Exemption or color additives for

investigational use.

(a) * a * Any person who contests a
refusal to grant such authorization shall
have an opportunity for a regulatory
hearing before the Food and Drug Ad-
ministration pursuant to Subpart F of
Part 2 of this chapter.

PART 10-DEFINITIONS AND
STANDARDS FOR FOOD

13. In Part 10, by revising § 10.. to
read as follows:
§ 10.2 Procedure for establishing a food

standard.
(a) The procedure for establishing a

food standard under section 401 of the
act shall be governed by Part 2 of this
chapter.

(b) Any petition for a food standard
shall show that the proposal if adopted.
would promote honesty and fair dealing
in the interest of consumers.
(c) Any petition for a food standard

shall assert that the petitioner commits
himself to substantiate the information
in the petition by evidence in a public
hearing, if such a hearing becomes nec-
essary.
(d) If a petitioner fails to appear, or

to substantiate the information in his
petition, at a public hearing on the mat-
ter, the Commissioner may either (1)
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withdraw the regulation and terminate
the proceedihg or (2) if he concludes
that It is in accordance with the require-
ments of section 401 of the act, continue
the proceeding and introduce evidence to
Substantiate such information.

14. By adding a new paragraph- (1) to
§ 10.5 to read as follows;
§ 10.5 Temporary permits for interstate

shipment of experimental packs of
food varying from the requirements
of definitions and standards of iden-
tity.

* * * * *

(1) Any person who contests denial,
modification, or revocation of a tempo-
rary permit shall have an opportunity for
a regulatory hearing before the Food and
Drug Administration pursuant to Sub-
part F of Part 2 of this chapter.

PART 11-STANDARDS OF QUALITY FOR
FOODS FOR WHICH THERE ARE NO
STANDARDS OF IDENTITY
15. In Part 11,,by revising § 11.1(e) to

read as follows:
§ 11.1 General principles.

* * * * *

(e) The Commissioner of Food and
Drugs, either on his .own initiative or
on behalf of any intprested person who
has submitted a petition, may establish,
amend, or repeal, under Subpart B of
-this Part, a regulation prescribing a
standard of quality for a food pursuant
to Part 2 of this chapter.

PART 80-DEFINITIONS AND STANDARDS
OF IDENTITY FOR FOOD FOR SPECIAL
DIETARY USES
16. In Part 80, by revising § 80.1(b) (4)

to read as follows:
§ 80.1 Dietary supplements of vitamins

and minerals; definition, identity,
label statements.
* * * * *

(b) * * *
(4) Addition to or amendment of the

list of permissible combinations of vita-
mins and/or minerals contained in para-
graph (b) (1) of this section may be
proposed by the Commissioner of Food
and Drugs, on his own initiative, or upon
petition by an interested person pur-
suant to Part 2 of this chapter. Any such
petition shall include scientific data of
a human nutritional and/or technologi-
cal nature to support such addition or
amendment as being consistent with the
definition and purpose of dietary sup-
plements as described by this section.
The Commissioner, upon request, may
extend the effective date of this section
with respect to any particular product
or class of products- pending considera-
tion and any administrative or court
proceedings relating to any such peti-
tion, and may set a new effective date
upon completion of the matter.

$ * .* * *

PART 90-EMERGENCY PERMIT CONTROL

17. In Part 90,-by revising § 90-.2(a) to
read as follows:
§ 90.2 Establishment of requirements

for exemption from section 404 of
the act.

(a) Whenever the Commissioner finds
after investigation that the distribution
in interstate commerce of any class of
food may, by reason of contamination
with microorganisms during the manu-
facture, processing, or packing thereof
in any locality, be injurious to health,
and that such injurious nature cannot
be adequately determined after such
articles have entered interstate com-merce, he shall promulgate regulations
in Subpart B of this part establishing
req
the
of
publ
prol
own
fror
Par

P

1Tread
§ 1o
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§ 121.40 Affirmation of generally recog-
nized as safe (GRAS) status.
* * * * S

(c) (1) Persons seeking the affirmation
of GRAS status of substances as provided
for in § 121.3(e), except those subject to
the NAS-NRC GRAS list survey (30 FR
20546), shall submit a petition for GRAS
affirmation pursuant to Part 2 of this
chapter. Such petition shall contain in-
formation to' establish that the GRAS
criteria as set forth In § 121,3(b) have
been met, in the following form:

* * * * *

21. By revising § 121 .4(b),(1) to read
as follows:
§ 121.41 Determination of food additiv

status.
urements and conditions governwn , , , *
manufacture, processing, or packing (b) (1) The Commissioner, on his own
the food necessary to protect the initiative or on the petition of any In-
lic health. Such regulations may be terested person, pursuant to Part 2 of
posed by the Commissioner on his this chapter, may Issue a notice in the
:initiative or in response to a petition FEDERAL REGISTER proposing to determine
a any interested person pursuant to that a substance is not GRAS and Is a

2 of this chapter. food additive subject to section 400 of
A the aet. Any petition shall Include all

relevant data and information of the
ART 100-NUTRITIONAL QUALITY type described In § 121.74(b). The Corn-

GUIDELINES FOR FOODS missioner will place all of the data and
information on which he relies on public

8.- In Part 100, by revising § 100.2 to file in the office of the Hearing Clerk and
d as follows: will include In the FEDERAL REGISTER

00.2 Petitions. notice the name of the substance, Its

he Commissioner of Food and Drugs, known uses, and a summary of the basis
...U A 4- € 41- for the determination.

National Academy of Sciences or other
experts, or on behalf -of any interested
person who has submitted a petition,
may issue a proposal to issue, amend, or
revoke a regulation prescribing a nutri-
tional quality guideline for a class of
foods, pursuant to Part 2 of this chapter.

I PART 102-COMMON OR USUAL
NAMES FOR NONSTANDARDIZED FOODS

19. In Part 102, by revising § 102.2 to
read as follows:

102.2 Petitions.,
(a) The Commissioner of Food and

Drugs, either on his own Initiative or oil
behalf of any interested person who has
submitted a petition, may publish a pro-
posal to issue, amend, or revoke, under
Subpart B of this Part, a regulation pre-
scribing a common or usual name for a
food, pursuant to Part 2 of this chapter.

(b) If the principal display panel of
a food for which a common or usual
name regulation is established is too
small to accommodate all mandatoryre-
quirements, the Commissioner may es-
tablish by regulation an acceptable al-
ternative, e.g., a smaller type size. A
petition requesting such a regulation,
which would amend the applicable regu-
lation, shall be submitted pursuant to
Part 2 of this chapter.

PART 121-FOOD ADDITIVES

20. In Part 121, by revising the intro-
ductory -text of § 121.40(c) (1) to read as
follows:

* * * * *

22. By revising § 121.55 to read as
follows:
§ 121.55 Procedure for objections and

hearings.
Objections and hearings relating to

food additive regulations under section
409 (c), (d), or (h) of the act shall be
governed by Part 2 of this chapter.

§§ 121.56, 121.57, 121.58, 121.59,
121.60, 121.61, 121.62, 121.63,
121.64, 121.65, 121.66, 121.67,
121.68, 121.69, 121.70, 121.71,
121.73 [Revoked]

23. By revoking §§ 121.56, 121.57,
121.58, 121.59, 121.60, 121.61, 121.62,
121.63, 121.64, 121.65, 121.66, 121.67,
121.68, 121.69, 121.70, 121.71, und 121.73,

24. By revising § 121.72(b) to read as
follows:
§ 121.72 Adoption of regulation on ini-

tiativo of Commissioner.
* * S S

(b) Action upon a proposal made by
the Commissioner shall proceed as pro-
vided in Part 2 of this chapter.

25. By revising § 121.74 to read as
follows:
§ 121.74 Procedure for amending and

repealing tolerances or exemptions
from tolerances.

(a) The Commissioner, on his own ini-
tiative or on the petition of any Inter-
ested person, pursuant to Part 2 of this
chapter, may propose the Issuance of a
regulation amending or repealing a regu-
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lation pertaining to a food additive or
granting or repealing an exception, for
such additive.

(b) Any such petition shall include an
assertion" of facts, supported by data,
showing that new information exists with
respect to the food additive or that new
uses have been developed or old uses
abandoned, that new data are available
as to toxicity of the chemical, or that
experience with the existing regulation
or exemption may justify its amendment
or repeal. New data shall be furnished in
the form specified in § 121.51 for sub-
mitting petitions.

26. By revising the introductory text
of §121.4000(c) to read as follows:
§ 121.4000 General.

* * * * a

(c) The Commissioner, on his own ini-
tiative or on the petition of any inter-
ested person, pursuant to Part 2 of this
chapter, may propose an interim food
additive regulation. A final order promul-
gating an interim food additive regula-
tion shall provide that continued use of
the substance in food is subject to each
of the following conditions:

*. * * * *

PART 202-PRESCRIPTION DRUG
ADVERTISING

27. In Part 202, by adding a new para-
graph (j) (5) to § 202.1 to read as follows:
§ 202.1 Prescription-drug advertise-

ments.
* * * * *

(j) * * .
(5) The sponsor shall have an oppor-

tunity for a regulatory hearing before
the Food and Drug Administration pur-
suant to Subpart F of Part 2 of this
chapter with respect to any determina-
tion that prior approval is required for
advertisements concerning a particular
prescription drug, or that a particular
advertisement is not approvable.

* * * * a

PART 310-NEW DRUGS
28. In Part 310, by revising § 310.200

(b) to read as follows:
§ 310.200 Prescription-exemption pro-

cedure.

(b) Prescription-exemption procedure
for drugs limited by a new drug applica-
tion. Any drug limited to prescription
use under section 503(b) (1) (C) of the
act shall be exempted from prescrip-
tion-dispensing requirements when the
Commissioner finds such requirements
are not necessary for the protection of
the public health by reason of the drug's
toxicity or other potentiality for harm-
ful effect, or the method of its use, or the
collateral measures necessary to its use,
and he finds that the drug is safe and
effective for use in self-medication as
directed in proposed labeling. A proposal
to exempt a drug from the prescription-
dispensing requirements of section

-503(b) (1) (C) of the act may be initiated
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by the Commissioner or by any Inter-
'ested person. Any interested person may
file a petition seeking such exemption,
which petition may be pursuant to Part
2 of this chapter, or In the form of a
supplement to an approved new drug
application.

* * a * a

29. By revising § 310.303(b) to read as
follows:
§ 310.303 Continuation of long term

studies, records, and reports on cer-
tain drugs for which new drug nppli-
cations have been approved.
* a$ a a a

(b) A proposal to require additional
or continued studies with a drug for
which a new drug application has been
approved may be made by the Commis-
sioner on his own initiative or on the
petition of any interested person, pur-
suant to Part 2 of this chapter. Prior to
issuance of such a proposal, the appli-
cant will be provided an opportunity for
a conference with representatives of the
Food and Drug Administration. When
appropriate, investigators or other in-
dividuals may be invited to participate
in the conference. All requirements for
special studies, records, and reports will
be published In § 310.304.

PART 312-NEW DRUGS FOR
INVESTIGATIONAL USE

30. In Part 312, by revising § 312.1 (c)
(1) and (4), (d), and (g) to read as
follows:
§ 312.1 Conditions for excmptionof new

drugs for investigational use.
* * a * a

(c) (1) Whenever the Food and Drug
Administration has Information indi-
cating that an investigator has re-
peatedly or deliberately failed to com-
ply with the conditions of these exempt-
ing regulations outlined in Form FD-
1572 or FD-1573, set forth in paragraph
(a) (12) and (13) of this section, or has
submitted to the sponsor of the investi-
gation false information in his Form
FD-1572 or FD-1573 or in any required
report, the Director, Bureau of %Drugs,
will furnish the investigator written no-
tice of the matter complained of in gen-
eral terms and offer him an opportunity
to explain the matter in an informal
conference and/or in writing. If an ex-
planation is offered but not accepted by
the Bureau of Drugs, the investigator
shall have an opportunity for a regula-
tory hearing before the Food and Drug
Avx~inistration pursuant to Subpart F
of Part 2 of this chapter, on the question
of whether the investigator is entitled
to receive investigational new drugs.

(4) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from con-
sideration, that the data remaining are
inadequate to support a conclusion that
it is reasonably safe to continue the in-
vestigation, he will notify the sponsor
who shall have an opportunity for a reg-
ulatory hearing before the Food and
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Drug Administration pursuant to Sub-
part F of Part 2 of this chapter. If a
danger to the public health exists, how-
ever, he shall terminate the exemption
forthwith and notify the sponsor of the
termination. In such event the sponsor
shall have an opportunity for a regula-
tory hearing before the Food and Drug
Administration pursuant to Subpart F of
Part 2 of this chapter on the question of
whether the exemption should be rein-
stated.

* a * a *

(d) If the'Director, Bureau of Drugs,
finds that:
(1) The submitted "Notice of claimed

investigational exemption for a new
drug" contains an untrue statement of
a material fact or omits material infor-
mation required by said notice; or

(2) The results of prior investigations
made with the drug are inadequate to-
support a conclusion that it -Is reason-
ably iafe to initiate or continue the in-
tended clinical investigations with the
drug; or

(3) There is substantial evidence to
show that the drug is unsafe for the
purposes and in the manner for which
it Is offered for Investigational use; or

(4) There is convincing evidence that
the drug Is ineffective for the purposes
for which it is offered for Investigational
use; or

(5) The methods, facilities, and con-
trols used for the manufacturing, proc-
essing, and packing of the investigational
drug are inadequate to establish and
maintain appropriate standards of
identity, strength, quality, and purity as
needed for safety and to give signifi-
cance to clinical investigations made
with the drug; or

(6) The plan for clinical investiga-
tions of the drugs described under section
10 of the "Notice of claimed investiga-
tional exemption for a new drug" is not
a reasonable plan in whole or in part,
solely for a bona fide scientific investi-
gation to determine whether or not the
drug is safe and effective for use; or

(7) The clinical investigations are
not being conducted in accordance with
the plan submitted in the "Notice of
claimed investigational exemption for a
new drug"; or

(8) The drug is not intended solely for
investigational use, since it is being or is
to be sold or otherwise distributed for
commercial purposes not justified by the
requirements of the investigation; or

(9) The labeling or other informa-
tional material submitted for the drug
as required by section 7 of the "Notice
of claimed Investigational exemption for
a new drug" or any. other labeling of the
drug disseminated within the United
States by or on behalf of the sponsor
fails to contain an accurate description
of prior investigations or experience and
their results pertinent to the safety and
possible usefulness of the drug, including
all relevant hazards, contraindications,
side-effects, and precautions; or any pro-
motional materials disseminated within
the United States by or on behalf of the
sponsor contains any representation or
suggestion that the drug is safe or that
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its usefulness has bedn established for
the purposes for which it is offered for
investigations; or
1 (10) The sponsor fails to submit accu-

rate reports of the progress of the inves-
tigations with significant findings at
Intervals not exceeding 1 year; or

(11) The sponsor fails promptly to in-
vestigate and inform the Food and Drug
Administration and all investigators of
newly found serious or potentially serious
hazards, contraindications, side-effects,
and precautions pertinent to the safety
of the new drug; he shall notify the spon-
sor and invite his immediate correction
or explanation. A conference will be dr-
ranged ivith'the Bfif.eau of Drugs if re-
quested. If the Bureau of Drugs does not
accept the explanation o r the correction
submitted by the sponsor, the sponsor
shall have an opportunity for a regula-
tory hearing before the Food and Drug.
Administration pursuant to Subpart F of
Part 2 of this chapter on the question of
whether his exemption should be termi-
nated. Such hearing shall be requested
within 10 days after receipt of notifica-
tion that the explanation or correction is
not acceptable. After evaluating all the
available information including any ex-
planation and or correction submitted by
the sponsor, if the Commissioner de-
termines that the exemption should be
terminated he shall notify the sponsor
of the termination of the exemption and
the sponsor shall recall unused supplies
of the drug. If at any time the Commis-
sioner concludes that continuation of the
investigation presents a danger to the
public health, he shall terminate the
exemption forthwith and notify the
sponsor of the termination. The Com-
missioner will inform the sponsor that
the exemption is subject to reinstate-
ment on the basis of additional submis-
sions that eliminat such danger and
will afford the sponsor an opportunity
for a regulatory hearing before the Com-
missioner pursuant to Subpart F of Part
2 of this chapter on .the questio of
whether the-exemption should be rein-
stated. The sponsor shall recall the un-
used supplies of the drug upon notifica-
tion of the termination.

(g) A "Notice of Claimed Investiga-
tional Exemption for a New Drug" which
pertains to a product subject to the
licensing provisions of the Public Health
Service Act of July 1, 1944 (58 Stat. 682,
as amended; 42 U.S.C. 201 et seq.), shall
be submitted initially to the Director,
Bureau of Biologics, 8800 Rockville Pike,
Bethesda, MD 20014. Amendments of or
supplements to such notice, and progress
reports, consultations, or other commu-
nications with regard.to the investiga-
tion, shall be directed to the Bureau of
Biologics, which monitors the develop-
ment of biological products subject to
license under section 351 of the Public
Health Service Act. A sponsor for a "No-
tice of Claimed Investigational Exemp-
tion for a New Drug" pertaining to such
biologic shall substitute in reading this
§ 312.1 "Bureau of Biologics" for "Bureau
of Drugs," wherever it appears.

* * *- * *

31. By revising § 312.9(c) (2) to read
as follows:
§ 312.9 New drugs for investigational

use in laboratory research animals or
in vitro tests.

(c) * *
(2) The continuance of the investiga-

tion is unsafe or'otherwise contrary to
the public interest or the drug is used for
purposes other than bona fide scientific
investigation. He shall notify the sponsor
and invite his immediate correction: If.
the conditions of the exemption are not
immediately met; the sponsor shall have
an opportunity for a regulatory hearing
before the Food and Drug Administra-
tion pursuant to Subpart F of Part 2 of
this chapter. If the exemption is termi-
nated, the sponsor shall recall or have
destroyed the unused supplies of the
drug.

PART 314--NEW DRUG APPLICATIONS

32. In Part 314, by revising the intro-
ductory paragraph of § 314.115 to read as
follows:
§ 314.115 Withdrawal of approval of an

application.
The Commissioner shall notify the

person holding an approved new drug
application, -and all other persons who
manufacture or distribute identical, re-
lated, or similar drug products as defined
in § 310.6 of this chapter, and afford an
opportunity for a hearing on a proposal
to withdraw approval of'the application
as provided in section 505(e) of the act
and in accordance with the procedure in
§§ 314.200 and 314.201, if:

32a. By revising § 314.200 to read as.
follows:
§314.200 Notice of opportunity for

hearing; notice of appearance and-
request for hearing; grant or denial
of hearing.

(a) The notice to the applicant, and
to all other persons who manufacture 6r
distribute identical, related, or similar
drug products as defined in § 310.6 of this
chapter, of an opportunity for a hearing
on a proposal by the Director of the
Bureau of Drugs to refuse to approve an
application or to withdraw the approval
of an application will state the reasons
for his action and the grounds upon
which he proposes to issue his order.

(1) Such notice may be general (i.e.,
simply summarizing in a general way the
information resulting in the notice) or
specific (i.e., either referring to specific
requirements in the statute and regula-
tions with which there is a lack of com-
pliance, or providing a detailed descrip-
tion and analysis of the specific facts
resulting in the notice).

(2) The notice will be published in the
FEDERAL REGISTER and will state that the
applicant, and other persons subject to
the notice pursuant to § 310.6 of this
chapter, has 30 days after the date of
publication of the notice within which he
ig required to file a written, notice of ap-
pearance and request for hearing if he

elects to avail himself of the opportunity
for a hearing. The failure to file such a
written notice of appearance and request
for hearing within that 30 days con-
stitutes an election by the applicant, and
other persons subject to the notice pur-
suant to .§ 310.6 Of this chapter, not to
avail himself of the opportunity for a
hearing.

(3) It is the responsibility of every
manufacturer or distributor of a drug
product to review every notice of op-
portunity for hearing published in the
FEDERAL REGISTER to determine whether
it covers any drug product he manufac-
tures or distributes. Any person may re-
quest an opinion of the applicability of
such a notice to a specific product he
manufactures or 'distributes that may be
identical, related, or similar by writing
to the Food and Drug Administration,
Bureau of Drugs, Division of Drug Label-
ing Compliance, HFD-310, 5600 Fishers
Lane, Rockville, MD 20852. If such an
opinion is requested, the time for filing
an appearance and request for hearing
and supporting' studies and analyses
shall begin as of the date or receipt of the
opinion from the Food and Drug Ad-
ministration.

(b) The notice of opportunity for
hearing shall be provided to applicants
and to other persons subject to the no-
tice.pursuant to § 310.6 of this chapter:

(1) To any person who- has submitted
a new drug application, by delivering the
notice in person or by sending it by reg-
istered or certified mail to the last ad-
dress shown in the new drug application.

(2) To any person who has not sub-
mitted a new drug applicatiori but who is
subject to the notice pursuant to § 310.0
of this chapter, by publication of the
-notice In the FEDERAL REGISTER.

(C) (1) If the applicant, or any other
person subject to the notice pursuant to
§ 310.6 of this chapter, elects to avail
himself of the opportunity for a hearing,
he shall file with the Hearing Clerk (1)
within 30 days after the date of the pub-
lication of the notice (or of the date of
receipt of an opinion requested pursuant
to paragraph (a) (3) of this section) a
written notice of appearance and request
for hearing, and (ii) within 60 days after
the 'date of publication of the notice, un-
less a different period of time is specified
in the notice of opportunity for hearing,
the studies on which he relies to Justify
a hearing as specified In paragraph (d)
of this section. The raw data underlying
a study submitted may be incorporated
by reference from a prior submission as
part of a new drug application or other
report.

(2) No data or analysis submitted after
such 60 days will be considered In deter-
mining whether a hearing Is warranted
unless they are derived from well-con-
trolled studies begun prior to the date of
the notice of opportunity for hearing, the
results of which were not In existence
during that 60 days. Exceptions may be
made on the basis of a showing of inad-
vertent omission and hardship. All
studies in progress, the results of which
the person requesting the hearing intends
later to submit In support of the request
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for hearing, shall be listed. A copy of the
complete protocol, a list of the participat-
ing investigators, and a brief status re-
port of the studies shall be included in
the submission made pursuant to para-
graph (c) (1) (ii) of this section.

(3) Any other interested person who
is not subject to the notice of opportunity
for hearing may also submit comments
on the proposal to withdraw approval of
the new drug application. Such com-
ments shall be submitted within the time
and pursuant to the requirements speci-
fied in this section.

(d) A request for hearing shall be
supported by a submission as specified in
paragraph (c) (1) (ii) of this section con-
taining the studies (including all proto-
cols and underlying raw data) on which
the person relies to justify a hearing with
respect to his drug product.

(1) If effectiveness is at issue, a re-
quest for hearing shall be supported only
by adequate and well-controlled clinical
studies meeting all of the precise require-
ments of § 314.111(a) (5) and, for com-
bination drug products, § 300.50 of this
chapter, or by other studies not meeting
those requirements for- which a waiver
has been previously granted by the Food
and Drug Administration pursuant to the
provisions of § 314.111(a) (5). All ade-
quate and well-controlled clinical studies
on the drug product known to the person
requesting the hearing, shall be sub-
mitted. Any unfavorable analyses, views,
or judgments with respect to such studies
known to such person shall also be sub-
mitted. No other data, information, or
studies shall be submitted.

(2) Such submission shall include a
factual analysis of all studies submitted.
If effectiveness is at issue, such analysis
shall specify how each such study ac-
cords, on a point-by-point basis, with
each criterion required for an adequate
well-controlled clinical investigation es-
tablished in § 314.111 (a) (5) and, if the
product is a combination drug product,
with each-of the requirements for a com-
bination drug established in § 300.50 of
this chapter, or shall be accompanied by
an appropriate waiver previously granted
by the Food and Drug Administration. If
a study deals with a drug entity or dosage
form, or condition of use, or mode of ad-
ministration other than the one(s) in
question, such fact(s) shdll be clearly
stated. Any study conducted on the final
marketed form of the drug product shall
be so designated.

(3) Such analysis shall be submitted
in the following format, except that the
required information relating either to
safety or to effectiveness shall be omitted
if the-notice of opportunity for hearing
does not raise any issue with respect tQ
that aspect of the drug; and information
on compliance with § 300.50 shall be
omitted if the drug product is not a com-
bination drug product. Submissions not
made in this format or not containing the
required analyses will not be considered
and will result in denial of a hearing, ex-
cept that minor- technical deficiencies
may be excused if it is apparent that a
good faith attempt has been made to
comply with the requirements of this sec-

tion and any deficiencies noted are lnW-
mediately corrected upon request.

1. Safety data.
A. Animal safety data.
1. Individual active component(s).
a. Controlled studies.
b. Partially controlled or uncontrolled

studies.
2. Combinations of the Individual active

components.
a. Controlled studies.
b. Partially controlled or uncontrolled

studies.
B. Human safety data.
1. Individual active component(s).

- a. Controlled studies.
b. Partially controlled or uncontrolled

studies.
c. Documented case reports.

- d. Pertinent marketing experiences that
may influence a determination a8 to the
safety of each individual active component.

2. Combinations of the Individual active
components.

a. Controlled studies.
b. Partially controlled or uncontrolled

studies.
c. Documented case reports.
d. Pertinent marketing experiences that

may influence a determination as to the
safety of combinations of the Individual ac-
tive components. •

II. Effectiveness data.
A. Individual active components: Control-

led studies, with an analysis showing clearly
how each such study satisfies, on a point-by-
point basis, each of the criteria required by
§ 314.111 (a) (5).

B. Combinations of Individual active com-
ponents.

1. Controlled studies, with an analysis
showing clearly how such study saties, on
a point-by-point basis, each of the criteria
required-by § 314.111(a) (5).

2. An analysis showing clearly how each
requirement of 1 300,50 of this chapter has
been satisfied.

III. A summary of the data and views set-
ting forth the medical rationale and purpose
for the drug and its Ingredients and the
scientific basis for the conclusion that the
drug and Its Ingredients have been proven
safe and/or effective for the Intended use. If
there is an absence of controlled studies In
the material submitted, or the requirements
of any element of § 300.60 of this chapter or
§ 314.111(a) (5) have not been fully met.
such fact(s) shall be clearly stated, and a
waiver obtained bursuant to § 314.111(a) (1)
shall be enclosed.

IV. A statement signed by the person re-
sponsible for such submission, that It In-
cludes In full (or incorporates by reference as
permitted In § 314.200(c) (2)) all studies and
W~formtion specified n J 314.200(d). (Warn-
ing: A willfully false statement Is a criminal
offense, 18 U.S.C. 1001).

(e) A notice of opportunity for hearing
encompasses all issues relating to the
legal status of the drug product(s) sub-
ject to It, including Identical, related,
and similar drug products as defined in
§ 310.6 of this chapter. Any contention
that any such product is not a new drug
because It is generally recognized as safe
and effective within the meaning of sec-
tion 201(p) of the act, or because It is
exempt from part or all of the new drug
provisions of the act pursuant to the
exemption for products marketed prior to
.June 25, 1938, contained in section 201
(p) of the act, or pursuant to section 107
c) of the Drug Amendments of 1962, or

for any other reason shall be stated In a
notice of appearance and request for

hearing pursuant to paragraph (c) (1)
() of this section and supported by a
submison pursuant to paragraph c)
(1) (Ii) of this section and shall be the
subject of an administrative determina-
tion by the Commissioner. The failure of
any person subject to a notice of oppor-
tunity for a hearing, including any per-
son who manufactures or distributes an
Identical, related, or simular drug prod-
uct as defined in § 310.6 of this chapter,
to submit a notice of appearance and re-
quest for hearing or to raise all such con-
tentions on which he relies shall con-
stitute a waiver of any such contentions
not so raised.

(1) A contention that a drug product
is generally recognized as safe and effec-
tive within the meaning of section 201
(p) of the act must be supported by sub-
mlssion of the same quantity and quality
of scientific evidence as is required to
obtain approval of a new drug applica-
tion for the product, unless a waiver has
been obtained from such requirement for
effectiveness (as provided In § 314111(a)
(5)) and/or safety for good cause shown.
Such submission shall be in the format
and with the analyses required by para-
graph (d) of this section. The-failure to
submit such scientific evidence or a sub-

- mission that is not in the format or does
not contain the analyses required by
paragraph d) of this section shall con-
stitute a waiver of any such contention.
General recognition of safety and effec-
tiveness shall ordinarily be based upon
published studies which may be corrob-
orated by unpublished studies and other
data and information.

(2) A contention that a drugproduct is
exempt from part or all of the new drug
provisions of the act pursuant to the
exemption for products marketed prior
to June 25, 1938 contained in section 201
(p) of the act, or pursuant to section 107
(C) of the Drug Amendments of 1962,
shall be supported by submission of evi-
dence of past and present quantitative
formulas, labeling, and evidence of mar-
keting, on which reliance is made for
such contention. The failure to submit
such fohrnulas, labeling, and evidence of
marketing in the following format shall
constitute a waiver of any such conten-
tion.

L Formulation.
A. A copy of each pertinent document or

record to eztabllsh the exact quantitative
formulation of the drug (both active and in-
activo ingredients) on the data of initial
marketing of the drug.-

B. A statement whether such formulation
has at any subsequent time been changed in
any manner. If any such change has been
made, the exact date, nature, and rationale
for each change In formulation, including
any deletion or chamge In the concentration
of any active ingredient and/or inactive in-
gredient, shall be submltted, together with a
copy of each pertinent document or record
to establIsh the date and nature of each such
change Including but not limited to the
formula which resulted from each such
change. If no such change has been made, a
copy of representative documents or records
showing the formula at representative points
in time shall be submitted to support the
statement. -

Ir. Labeling.
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A. A copy of each pertinent document or
record to establish the identity of each item
of written, printed, or graphic matter used
as labeling on the date the drug was initially
marketed.

B. A statement whether such labeling has
at any subsequent time been discontinued
or changed in any manner. If such discon-
tinuance or change has been made, the ex-

,act date, nature, and rationale for each
discontinuance or change and a copy of each
pertinent document or record to establish
each such discontinuance or change shall be
submitted, including but not limited to the
labeling which resulted from each such dis-
continuance or change. If no such discon-
tinuance or change has been made, a copy
of representative documents or records show-
ing labeling at representative points in time
shall be submitted to support the statement.

III. Marketing.
A. A copy of each pertinent document or

record'to establish the exact date the drug
was initially marketed..

B. A statement whether such marketing
has at any subsequent time been discon-
tinued. If such marketing has been dis-
continued, the exact date of each such
discontinuance shall be submitted, together
with a copy of each pertinent document or
record to establish each such date.

IV. Verification.
A statement signed by the person respon-

sible for such submission, that all appropri-
ate records have been searched and to the
best of his-knowledge and belief it includes
a true and accurate presentation of the facts
(Warning: A willfully false statement is a
criminal offense, 18 U.S.C. 1001).

(3) No drug product, including any
active ingredient, which is identical, re-
lated, or similar, as defined in § 310.6, to
a drug product, including any, active in-
gredient for which a new drug applica-
tion Is or at any time has been effective
or deemed approved, or approved under
section 505 of the act, will be determined
to be exempt from part or all of the new
drug provisions of the act.

(4) A contention that a drug product
is not a new drug for any other reason
must be supported by submission of such
factual records, data, and information
as is necessary and appropriate to sup-
pott such contention.

(5) It is the responsibility of every
person who manufactures or distributes
a drug product in reliance upon a
"grandfather" provision(s) of the act to
maintain in his files, organized as -re-
quired by this paragraph, the data and
Information necessary fully to document
and support such status.

(f) Upon receipt of any request for
hearing, the Director of the Bureau of
Drugs shall prepare an analysis of the
request and a proposed order ruling upon
the matter. The analysis and proposed
order, the request for hearing, and any
proposed order denying a hearing and re-
sponse pursuant to paragraph (g) (2)
or (3) of this section, shall be sub-.
mitted to the office of the Commis-
sioner for independent review and de-
cision. No representative of the Bureau
of Drugs shall -participate or advise in
the review and decision by the Commis-
sioner. The office of the General Counsel
shall observe the same separation of
fundtlons.

(g) A request for a hearing may not
rest upon mere allegations or denials,
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but-must set forth specific facts showing
that there is a genuine and substantial
issue of fact that requires a hearing with
respect to the particular drug product(s)
specified in the request for hearing.

(1) Where a specific notice of op-
portunity for hearing (as defined in
paragraph (a) (1) of this section) is
used, it shall state that, if it conclusively
appears from the face of the data, in-
formation, and factual analyses in the
request for the hearing that there is no
genuine and substantial issue of fact
which precludes the refusal to approve
the application or the withdrawal of ap-
pioval of the application, e.g., no ade-
quate and well-controlled clinical in-
vestigations meeting each of the precise
elements of § 314.111(a) (5) and, for a
combination drug product, § 300.50 of
this chapter, showing effectiveness have
been identified, or when a request for
hearing is not made in the required for-
mat or with the required -analyses,
-the Commissioner will' enter summary
judgment against the person(s) who re-
quests the hearing, making findings and
conclusions, denying a hearing. Any such
order entering summary judgment shall
set forth the Commissioner's findings
and conclusions in detail and shall spec-
ify why each study submitted fails to
meet the requirements of the statute and
regulations or why the request for hear-
ing does not raise a genuine and sub-
stantial issue of fact or shAll specify the
requirements~of this section with respect
to format or analyses with which there
is a lack of compliance.

(2) Where a general notice of oppor-
tunity for hearing (as defined in para-
graph (a) (1) of this section) is used
and the Director of the Bureau of Drugs
concludes that summary judgment
against the person(s) requesting a hear-
ing should be considered, he shall serve
upon such person(s) by rgistered mail
a proposed order denying a hearing.
Such person(s) shall have 60 days after
receipt of such proposed order to re-
spond with sufficient data, information,
and analyses to demonstrate that there
is, a genuine and substantial issue of fact
which justifies a hearing.

(3) Where a general or specific notice
of opportunity for hearing Is used and
the person(s) requesting a hearing sub-
mits data or information of a type re-
quired by the statute and regulations,
and the Director of the Bureau of Drugs
concludes that summary judgment
against such person(s) should be con-
sidered, he shall serve upon such per-"
son(s) by registered mail a proposed
order denying a hearing. Such person(s)
shall have. 60 days after receipt of such
proposed order to respond with sufficient
data, information, and analyses to dem-
onstrate that there is a genuine and sub-
stantial issue of fact which justifies a
hearing.

(4) If review of the data, Information,
and analyses submitted warrants the
conclusion that the ground(s) cited in
the notice are not valid, eg., that sub-
stantial evidence of effectiveness exists,
the Commissioner shall deny the hear-
ing, enter summary, judgment for the
person(s) requesting the hearing, and

rescind the notice of opportunity for
hearing.

(5) If a hearing is requested and is
justified the hearing will commence no
more than 90 days after the expiration of
such 30 days unless the parties otherwise
agree In the case of denial of approval,
and as soon as practicable in the case
of withdrawal of approval.

(6) A hearing shall be granted If there
exists a genuine and substantial Issue of
fact or if the Commissioner concludes, In
his discretion, that a hearing would
otherwise be In the public Interest.
(7) If the manufacturer or distributor

of a drug product that miy be an Identi-
cal, related, or similar drug product re-
quests and is granted a hearing, the Issue
whether the product Is In fact Identical,
related, or similar to the drug subject
to new drug application is properly en-
compassed within the hearing.

(8) A request for hearing, and any
subsequent grant or denial of a hearing,
shall be applicable only to the particular
drug product(s) named In such docu-
ments.
(h) Any drug product subject to a

notte of opportunity for hearing, In-
cluding any Identical, related, or similar
drug product as defined in § 310.6 of this
chapter, for which an opportunity for a
hearing Is waived or for which a hearing
is denied shall promptly be the subject
of a notice withdrawing the new drug
application approval and declaring all
such products unlawful. The Commis-
sioner may, In his discretion, defer or
stay such action pending a'rullng on any
related request for a hearing or pending
any related hearing or other administra-
tive or judicial proceeding.

33. By adding a new § 314.201 to read
as follows:
§ 314.201 Procedure for hearings.

Hearings relating to new drugs under
section 505 (d) and (e) of the act shall
be governed by Part 2 of this chapter.
§§ 314.202, 314.203, 314.204, 314,205,

314.206, 314.220, 314.221, 314.222,
314.230, 314.231, "314.232 [Re-
voked).

34. By revoking §§ 314.202,. 314,203,
314.204, 314.205, 314.206, 314.220, 314.221,
314.222, 314.230, 314.231 and 314.232.

35. By revising-§ 314.235 to read as
follows:
§ 314.235 Judicial review.

(a) The transcript and record shall be
certified by the Commilssioner. In any
case In which the Commissioner enters
an order without a hearing pursuant to
§ 314.200(g), the requests for hearing to-
gether with the data and Information
submitted and the Commissioner's find-
ings and conclusions shall be included in
the record certified by the Commissioner.

(b) Judicial review of an order with-
drawing approval of a new drug applica-
tion, whether or not a hearing has been
held, may be sought by a manufacturer
or distributor of an identical, related, or
similar drug product, as defined in
§ 310.6 of this chapter, in a United States
court of appeals pursuant to section 505
(h) of the act.
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PART 328-IN VITRO DIAGNOSTIC
PRODUCTS FOR HUMAN USE

36. in Part=328, by revising § 328.30(a)
to read as follows:
§ 328.30 Procedure for establishing,

amending or repealing standards.

(a) Basis Jor standards and available
approaches to developing standards.
Whenever in the judgment of the Com-
missioner the establishment of a product
class standard is necessary to reduce or
eliminate unreasonable risk of illness or
injury associated with exposure to or use
of an in vitro diagnostic product and
there are no other more practicable
means to protect the public from such
-risk, he may propose such a standard. In
-proposing a product class standard he
shall consider, and publish in the FED-
ERAL REGISTER findings on, the degree of
risk or injury associated with the use of
the product, the availability of informa-
tion relating to the sciences upon which
the products or their uses are based, the
approximate number of products subject
'to the standard, the medical need for the
products, and the probable effect of the-
standard upon the utility, cost, or avail-
ability of the product, and available
means of achieving the objective of the
standard with a minimal disruption of
supply and of reasonable manufacturing
and other commercial practices. Three
procedures are available for developing
product class standards and may be pro-
posed on the initiative of the Commis-
sioner or by petition of interested per-
sons, pursuant to Part 2 of this chapter:
-(1) An existing standardmay be utilized,
(2) interested personsoutside of the Food
and Drug Administration may develop a
proposed standard or (3) the Food and
Drug Administration may develop the
standard.

PART 330--OVER-THE-COUNTER (OTC)
HUMAN DRUGS WHICH ARE GENER-
ALLY RECOGNIZED AS SAFE AND EF-
FECTIVE AND NOT MISBRANDED
37. In Part 330, by revising § 330.10

<a)-(12) to read as follows:
330.10 Procedures for classifying OTC

drugs as generally recognized as safe
and -effective and not misbranded,
and for establishing monographts.

(a)
(12) Amendment of mnographzs. The

Commissioner may propose on his own
-initiative to amend or repeal any mono-
graph established pursuant to this sec-
tion. Any interested person may peti-
tion the Commissioner for such proposal,
pursuant to Part 2 of this chapter. The
Commissioner may deny the petition if
he finds a lack of safety or effedtiveness
employing the standards in paragraph
(a) (4) of this section (in which case the
uppeal Provisions of paragraph (a) (11)
of this section shall apply) or he may
issue a proposed amendment or repeal
in the FEDERmA REGs tE if he finds gen-
eral recognition of safety and affective-
ness employing the standards in para-
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ph (a) (4) of this section (in which acting on the proposal, with opportunity
the provisions of paragraph (a) for any person who will be adversely af-

(7), (8), and (9) of this section shall fected to file objections, to request a
Ly). A new dru application may be bearng, and to show reasonable grounds
nitted in lieu of or in addition to a for the hearing. Any such person who
tion under this paragraph. elects to avail himself of the opportunity

* . * for a hearing shall file with the Hearing
Clerk (i) within 30 days after the date
of publication of the order a written no-,

T 429--DRUGS COMPOSED WHOLLY tice of appearance and request for hear-
OR PARTLY OF INSULIN in, and (H) within 60 days after the

8. In Part 429, by revising § 429.50 to date of publication of the order, unless
lasfollows: a different period of time is specified in

the order, the studies on which he relies
29.50 Hearing procedure, to justify a hearing as specified In paa-
earlngs pursuant to I 429.47 shall be graph (b) (6) of this section. 7he raw
arned by Subpart F of Part 2 of this data underlying a study submitted may
pter. be Incorporated by referencefrom a prior

I submIssion as part of an antibiotic ap-
PART 430-ANTIBIOTIC DRUdS. plication, or other applications or re-

GENERAL ports.
9. In Part 430, by revising § 430.20 to (5) No data or analysis submitted after

such 60 days will be considered in de-
das follows: tennIning whether a hearing is war-

30.20 Procedure for the issuance, ranted inless they are derivedfrom well-
amendment, or repeal of regulations, controlled studies begun prior to the

a) The procedures for the Issuance, date of the order, the results of which
endment, or repeal of regulations un- werenotin existence during that 60 days.
section 507 of the act shall be gov- 1xceptons may be made on the basis of
ed by Part 2 of this chapter. a showing of Inadvertent omission and
b) (1) The Commissioner, on his own hardship. All studies in progress, the
lative or on the application or request results of which the person requesting
Lny interested person. may publish In the hearing intends later to submit in
FDEAL REGISE a notice of pro- support of the request for hearing, shall

ed rule madng and order to issue. be listed. A copy of the complete proto-
end, or repeal any regulation con- col, a list of the participating investiga-
plated by section 507 of the act. Such tors, and a brief status report of the
Ice and order may be general (Le., studies shall be included in the submis-
ply summarizing In a general way the slon made pursuant to paragraph (b) (4)
rmatibn resulting In the notice and (iI) of this section.
er) orspeciflo (Le., eitherreferringto (6) A request for hearlng shall be sup-
ciflc requirements in the statute and ported by a submission as specified in
ulations with which there is a lack of § 314.200(c) (1) (11) of this rhapter con-
ipilance, or providing a detailed de- taining the studies (including all under-
ption and analysis of the specifi lying raw data) on which the person
ts resulting in the notice and order). relies to justify a hearing with respect
2) An opportunity shall be given for to his drug product.
crested persons to submit written (1) If effectiveness is at issue, a-request
unents and to request an Informal for hearing shall be supported only by
ference on the proposal, unless such adequate and well-contromed clinical
Ice and opportunity for comment and studies meeting all of the precise require-
ormal conference have already been ments of § 314.111(a) (5) of this chapter
vided in connection with the an- and, for combination drug products,
ncement of the reports of the Na- § 300.50 of this chapter, or by other stud-
hal Academy of Sciences-National les not meeting those requirements for
search Council. Drug Efnccy Study which a waiver has been previously
up, to persons who will be adversely granted by the Food and Drug Adminis-
ected, or as provided In §1 2.10(e) or tration pursuant to the proyislons of
10(b) (2) of this chapter. The time for § 314.111(a) (5) of this chapter. .All-ade-
uestlng -an informal conference shall quate and well-controlled clinical stud-
30 days unless otherwise specified In ies on the drug product Inown to the
notice of proposed rule making. If Person requesting the hearing shall be

informal conference Is requested and submitted. Any unfavorable analyses,
rnted, those persons participating In views, or Judgments with respect to such
conference shall be provided an addi- studies known to such person shall alsa
hal 30 days f6r comment, beginning be submitted. No other data, information,
date of the conference, unless other- or studies shall be submitted.

especifledintheproposal. (I) Such submission shall include a
3) It is the responsibility of every factual analysis of all studies submitted.
nufacturer or distributor of an anti- If effectiveness Is at Issue, such analysis
tic drug product to review every pro- shall specify how each such study ac-
sal published in the FEDEA REG.s, cords, on a point-by-point -basis, with
determine whether it covers any prod- each criterion required for an adequate
the manufactures or distributes, and well-controlled clinical investigation
4) After considering the written con- established in § 314.111(a) (5) of this
nts, the results of any conference, and chapter and, If the product is a combina-
data available, the Commissioner will tion drug product, with each of the re-

blishnn order inthe FEDERL REztsm quirements for a combination drug es-
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tablished in § 300.50 of this chapter, or
shall be accompanied by an appropriate
waiver previously granted by the Food
and Drug Administration. If a study
deals with a drug entity or dosage form,
or condition of use, or mode of adminis-
tration otherthan the one(s) in question,
such fact(s) shall be clearly stated. Any
,study conducted on the final marketed
form of the drug product shall be so
designated.

(riI) Such analysis shall be submitted
in the following format, except that in-
formation relating to safety or effec-'
tiveness shall be omitted if the order does
not raise any issue with respect to that
aspect of the drug; and information on
compliance with § 300.50 of this chapter
shall be omitted if the drug product is
not a combination drug product. Sub-
missions not made in this format or not
containing the required analyses will not
be considered and will risult in denial
of hearing, except that minor technical
deficiencies may be excused If it is ap-
parent that a good faith attempt has
been made to comply with the require-
ments of this section and any deficiencies
noted are immediately corrected -upon
request.

I. Safety data.
A. Animal safety data.
1. Individual active component(s).
a. Controlled studies.
b. Partially controlled or uncontrolled

studies.
2. Combinations of the individual active

components.
a. Controlled studies.
b. Partially controlled or uncontrolled

studies.
B. Human safety data.
1. Individual active component(s).
a. Controlled studies.
b. Partially controlled or uncontrolled

studies.
e. Documented case reports.
d. Pertinent marketing experiences that

may influence a determination as to the
safety of eabh Individual active component.

2. Combinations of the individual active
components.

a. Controlled studies.
b. Partially controlled or uhcontrolled

studies.
c. Documented case reports.
d. Pertinent marketing experiences that

may influence a determination as to the
safety of combinations of the individual
active components.

II. Effectiveness data.
A. Individual active components: Con-

trolled studies, with an analysis showing
clearly how each such study satisfies, on a
point-by-paint basis, each of the criteria re-
quired by § 314.111(a) (5) of this chapter.

B. Combinations of individual active
components.

1. Controlled studies with an analysis
showing clearly how each such study satis-
fies, on a point-by-point basis, each of the
criteria required by § 314.111(a) (5) of this
chapter.

2. An analysis showing clearly how each
requirement of § 300.50 of this chapter has
been satisfied.

II. A summary of the data and views
setting forth the medical rationale and pur-
pose for the drug and its ingredients and
the scientific basis for the conclusion that
the drug and its Ingredients have been
proven safe and/or effective for the Intended'
use. If there Is an absence of controlled
studies in the material submitted, or the re-

quirements of any element of § 300.50 of this
chapter or § 314.111(a)'(5) of this chapter
have not been fully met, such fact(s) shall
be clearly stated, and a waiver obtained
pursuant to § 314.111(a) (5) of this chapter
shall be enclosed.

IV. A statement signed by the person
responsible for such submission, that it In-
cludes in full (or incorporates by reference
as permitted In § 430.20(b) (4)) all studies
and information specified In § 430.20(b).
(Warning: A 'willfully false statement is a
criminal offense, 18 U.S.C. 1001.)

(7) Upon receipt of any request for
hearing, the Director of the Bureau of
Drugs shall prepare an analysis of the
request and a proposed order ruling upon
the- matter. The analysis and proposed
order, the request for hearing, and any
proposed order denying a hearing and
response pursuant to paragraph (b) (8)
(ii) or (iii) of this section, shall be sub-
mitted to the office of the Commissioner
for independent review and decision. No
representatve of the Bureau of Drugs
shall participate or advise in the review
and decision by the Commissioner. The
office of the General Counsel shall ob-
serve the same separation of functions.

_(8) A request for a hearing may not
rest upon mere allegations or denials, but
must~set forth specific facts showing that
there is a genuine and substantial issue
of fact with respect to the particular
drug-product(s) which is specified in the
request for hearing that requires a
hearing.

(I) Where a specific proposal or order
(as defined in paragraph (b) (1) of this
section) is used, the order published in
the F DERAL REGISTER shall state that, If
it conclusively appears from the face of
the data, information, and factual
analyses in the request for hearing that
there is no genuine and substantial issue
of fact which precludes the action taken
on the proposal, e.g., no adequate and
well-ontrolled clinical investigations
meetIng each of the precise elements of
§ 314.111 (a) (5) of this chapter and, for
a combination drug product, §300.50 of
this chapter, showing effectiveness have
been identified, or when a request for
hearing is not made in the required for-
mat or with the required analyses,
the Commissioner will enter summary
judgment against the person(s) who re-
quests a hearing, making findings and
conclusions, denying a hearing. Any such
order entering summary judgment shall
set forth the Commissioner's findings
and conclusions in detail and shall spe-
cify why each study submitted fails to
meet the requirements of the statute and
regulations or why the request for hear-
ing otherwise does not raise a genuine
and substantial issue of fact or shall
specify the requirementa of this para-
graph with respect to format or analyses
with which there is a lack of compliance.

(ii) Where a general notice or order
(as defined in paragraph (b) (1) of this
section) is used and the Director of the
Bureau of Drugs concludes that summary
judgment against the person(s) request-
ing a hearing should be considered, he
shall serve upon such person(s) by reg-
istered mail a proposed order denying a
hearing. Such person(s) shall have 60

days after receipt of such proposed
order to respond with suffelent data, in-
formation and analyses to demonstrate
that there is a genuine and substantial
issue of fact which justifies a hearing.

(ii) Where a general or specific notice
or order is used and the person(s) re-
questing a hearing submits data or Infor-
mation of a type required by the statute
and regulations, and the Director of the
Bureau of Drugs concludes that summary
judgment against such person(s) should
be considered, he shall serve upon such
person(s) by registered mail a proposed
order denying a hearing. Such person(s)
shall have 60 days after receipt of such
proposed order to respond with sufllcient
data, information, and analyses to dem-
onstrate that there is a genuine and sub-
stantial issue of fact which justifies a
hearing.

(v) If review of the data, information,
and analyses submitted warrants the
conclusion that the basis for the order is
not valid, e.g., that substantial evidence
of effectiveness exists, the Commissioner
shall deny the hearing, enter summary
judgment for the person(s) requesting
the hearing, and revoke the order. If a
hearing Is not requested, the order will
become effective as published.

(v) If a hearing is requested and Justi-
fled, the prolisions of Part 2 of this
chapter shall apply to such hearing.

(vi) A hearing shall be granted If there
exists a genuine and substantial issue of
fact or if the Commissioner concludes, in
his discretion, that a hearing would oth-
erwise be in the public interest.

(9) The repeal of any regulation con-
stitutes a revocation of all outstanding
certificates based upon tuch regulation,
However, the Commissioner may, in his
discretion, defer or stay such action
pending a ruling on any related request
for a hearing or pending any related
hearing or other administrative or Ju-
dicial proceeding.

(c) Whenever any interested person
submits an application or request pur-
suant to provisions of section 507 of the
act, or regulations promulgated there-
under, which application or request con-
templates the Issuance, amendment, or
repeal of any regulation, and such person
has been informed In writing that such
application or request is not approvable,
or whenever such person has received
no written communication advising
whether-or not such application is ap-
provable by the 180th day after Its sub-
mission, such interested perdon may file
a petition proposing the issuance,
amendment, or repeal of such regulation
under the provisions of section 507(f)
of the act and Part 2 of this chapter. The
Commissioner shall cause the regulation
proposed in such petition to be published
in the EDE HAL REGISTER within 60 days
of the receipt of an acceptable petition
and further proceedings shall be in ac-
cord with the provisions of sections 507
(f) and '01 (f) and (g) of the act and
Part 2 of this chapter.

(d) (1) No- regulation providing for
the certification of any batch of any drug
composed wholly or in part of any kind
of penicillin, streptomycin, chlortetracy-
cline, chloramphenicol, bacitracin, or any
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other antibiotic drug,-or any derivative
thereof, intended for use by man shall be
promulgated and no existing regulation
will be continued in effect unless it is
established by substantial evidence that
the drug will have such characteristics
of identity, strength, quality, and purity
necessary to adequately insure safety and
emcacy of use. "Substantial evidence"
has- been defined by Congress to mean
"evidence consisting of- adequate and
well-controlled ifvestigations, including
clinical investigations, by experts quali-
fied by scientific training and experience
to evaluate the effectiveness of the drug
involved, on the basis of which it could
fairly and responsibly be concluded by
such experts that the drug will have the
effectiveness it purports and is repre-
sented to have under the conditions pre-
scribed, recommended or suggested in the
labeling thereof." This definition is made
applicable to a number of -ntibiotic
drugs by section 507(h) of the act and
it is the test of efficacy that will be ap-
plied in promulgating, amending, or
repealing-regulations for the certification
of all antibiotics under section 507(a) of

-the act as well.
(2) The scientific essentials of an ade-

quate and well-controlled clinical invest"
tigation are described in § 314.111(a) (5)
of this chapter.

PART 431-CERTIFICATION OF
ANTIBIOTIC DRUGS

* 40. In Part 431, by revising § 431.52 to
read as follows:
§ 431.52 Hearings.

Any person who contests the suspen-
sion of certificationservice under § 431.51
,shall have an opportunity for a regula-
tory hearing before the Food and Drug
Administration pursuant to Subpart F of
Part 2 of this chapter.

-PART 433-EXEMPTIONS. FROM ANTI-
BIOTIC CERTIFICATION AND LABELING
REQUIREMENTS
41. In Part 433, by revising § 433.2 (c)

mnd (d) -to readasfollows:
§ 433.2 Conditions on the effectiveness

of exemptions from certification.

,Cc) If the Commissioner repeals or
suspends an exemption for an; antibiotic
,drug, the approved mew drug application,
or an exemption from batch certification
requirements, a notice to that effect and
the reasons therefor will be published in
the F-DERn BMsTRm.
(d) Any person who contests the revo-

cation or suspension or denial of rein-
statement of an exemption shall have an
opportunity for a Tegulatory hearing be-
fore the Food and Drug Administration
Pursuant to Subpart F of Part 2 of this
,chapter.

42. By revising I 433.12(b) (4) and
adding a paragraph (b) (5) to read as
follows:

-§433.12 Exemptionforlabeling.
(b)* * *

(4) 'When the Commissioner finds that
such application contains any untrue
statement of a material fact or that any
provision of any such agreement has
been violated he may revoke such permit.

(5) Any person who contests the de-
nial or revocation of a permit shall have
an opportunity for aiegulatory bearing
before the Food and DrugAdministration
pursuant to Subpart F of Part 2 of this
chapter.

43. By revising § 433.13(b) to read as
follows:
§ 433.13 Fxemption for manufacturing

usc.

(b) An application for Such a permit
shall be in a form specified by the Com-
missioner, shall give the name and loca-
tion of the establishment in which such
drug is to be'used and shall be accom-
panied by;

(1) A written agreement signed by the
applicant that he will keep complete
records showing the date, quantity, and
batch mark of each shipment and other
delivery of any such drug to such estab-
lishment, and that he will make such
records available to any officer or em-
ployee of the Food and Drug Administra-
tion at any reasonable hour within 3
years after the date of such shipment
or delivery;

(2) A written statement signed by the
operator of such establishment showing
that he has adequate facilities for the
manufacture of such other drug; such
statement shall contain an agreement
that he will keep complete records show-
ing the date of receipt by him and the
quantity and batch mark of each such
shipment and delivery and the disposi-
tion thereof and showing the quantity
and batch mark of each batch of such
other drug manufactured by him and
the disposition thereof; that be will
make such records available to any ofiM-
cer or employee of the Food and Drug
Administration at any reasonable hour
within 3 Tears after the date of such
disposition, and that he will accord full
opportunity to such officer or employee
to make Inventories of stocks on hand
and otherwise check the correctness of
such records; and

(3) Avrltten agreement signed by the
person who will own the drug after its
manufacture is completed that he will
request certification of each batch there-
of unless It Is exempt under section 801
Ld) of the act or §9 433.12, 433.14.
433.16, or 433.17, and that he will not
remove any of such drug from such es-
tablishment unless It complies with see-
tion502(1) of the act or the certification
xequIrements of section512(n) of the act
or Is so exempt or Is returned to him for
labeling.

When the Commissioner finds that such
application contains any untrue state-

ment of a material fact or that any pro-
vision of any such agreement has been
violated, he may revoke such permit.
Any person who contests the denial or
revocation of a permit shall have an op-
portunity for a rezulatory hearing before
the Food and Drug Administration pur-
suant to Subpart F of Part 2 of this
chapter.

44. By revising § 433.14b) to read as
follows:
§ 433.14 Exremption for storage.

(b) An application for such a permit
shall be In a form specified by the Com-
missioner, and shall give the name and
location of the warehouse in which such
drug is to be stored. Such application
sha1l be accompanied by:

(1) A written agreement signed by the
applicant that he will request certifica-
tion of each batch thereof unless it is
exempt under section 801(d) of the act
or §§ 433.12,433.13, or 433.16, thatihe wl
not remove any of such drug from such
warehouse unless It complies with sec-
tion 502(1) of the act or the certification
requirements of section 512(n) of the
act or is so exempt or, if certification
Is refused unless It is returned within a
reasonable time to permit reprocessing
and certification, destruction, or such
exemption at the establishment where
it was manufactured; that he will
keep complete records showing the date,
quantity, and batch mark of each ship-
ment and other delivery of any such
drug to such warehouse, and-that hewll
make such records available to any nfi-
cer or employee of the Food and Drug
Administration at any reasonable hour
within 3 years after the date of such
shipment or delivery; and

(2) A written statement signed by the
operator of such warehouse showingthat
he has adequate facilities for such stor-
age; such statement shall contain an
agreement that he will hold each ship-
ment or other delivery of such drug in-
tact, under such conditions as will not
cause failure of the drug to comply with
the requirements for certification, that
he will keep complete records showing
the date of receipt by him and the quan-
tity and batch mark of each such ship-
ment and delivery and the disposition
thereof, that he will make such records
available to any officer or employee of
the Food and Drug Adminlstration at
any reasonable hour within 3 years after
the date oLsuch disposition, and that he
will accord full opportunity to such of-
ficer or employee to make inventories of
stocks on hand and otherwise check -he
correctness of such records.
If the applicant keeps complete records
showing the date, quantity, and batch
mark of each shipment and other de-
livery of any such drug from such ware-
house and the name and post-offlae ad-
dress of the person to whom such ship-
ment or delivery was made, the agree-
ment to keep records of such disposals,
to make such records available, and to
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afford opportunity for checking their
correctness may be included in the appli-
cant's agreement and omitted from that
of the operator. When the Commis-
sioner finds that such application con-
tains any untrue statement of a material.
fact or that any provision of any such
agreement has been violated he may re-
voke such permit. Any person who con-
tests the denial or revocation of a permit
shall have an opportunity for a regula-
tory hearing before the Food and Drug
Administration pursuant to Subpart F
of Part 2 of this chapter.

* * * * *

45. By revising § 433.15(b) to read as
follows:
§ 433.15 Exemption for processing.

* * * * *

(b) An application for such a permit
shall be in a form specified by the Com-
missioner and shall give the name and
location of the establishment in which
sudh processing Is to be done. Such ap-
plication shall be accompanied by:

(1) A written agreement signed by the
applicant that he-will keep complete rec-
ords showing the date, quantity, potency,
and batch mark of each shipment and
other delivery of any such solution to

,such establishment, and that he will
make such records available to any offi-
cer or employee of the Food and Drug
Administration at any reasonable hour
within 3 years after the date of such
shipment or delivery;

(2) A written agreement signed by the
operator of such establishment showing
that he has adequate, facilities for such
processing; such statement shall contain
an agreement that he will keep complete
records showing the date of receipt by
him and the quantity and batch mark of
each such shipment and delivery and
the disposition thereof, that he will make
such records available to any officer or
employee of the Food and Drug Admin-
istration at any reasonable hour within
3 years after the datp of such disposition,
and that he will accord full opportunity
to such officer or employee to make
Inventories of stocks on hand and other-
wise check the correctness of such
xecords; and

(3) A written agreement signed by the
person who will own the drug after the
processing is completed that he will
request certification of each batch there-
of unless it is exempt under section
801(d) of the act-or §§433.12, 433.13,
433.14, 433.16, or 433.17, and that he will
not remove any of such drug from such
establishment unless it complies with
section 502(1) of the act or the certifica-
tion requirements'of section 512(n) of
the act or is so exempt.

When the Commissioner finds that
such application contains any fntrue
statement of a material fact or that any
provision of any such agreement has
been violated he may revoke such per-
mit. Any person who contests the denial
or revocation of a permit ihall have an

opportunity for a regulatory hearing be-
fore the Food and Drug Administration
pursuant to Subpart F of Part 2 of this
chapter.

* * * * *

46. By revising § 433.16(b) to read as
follows: •
§ 433.16 Exemption for repacking.

* * 4 S 4

(b) An application for such a permit
shall be in a form specified by the Com-
missioner, and shall give the name and
location of the establishment in which
such repacking is to'be done. Such ap-
plication shall be accompanied by:

(1) A written agreement signed by the
applicant that he'will keep complete rec-
ords showing the date, quantity, and
batch mark of each shipment and other
delivery of any such drug to such estab-
lishment, and that he will make'such
records available to any officer or em-
ployee of the Food and Drug Administra-
tion at any reasonable hour within 3
years after the date of each shipment or
delivery;

(2) A written statement signed by the
operator of such establishment showing.
that he has adequate facilities for such
repacking; such statement shall contain
an agreement that he will keep complete
records showing the date of receipt by
him and the quantity and batch mark
of each such shipment and delivery and
the disposition thereof, that he will make
such records available to any officer or
employee of the Food and Drug Admin-
istration at any reasonable hour within
3 years after the date of such disposition,
and that he will accord full opportunity.
to such officer or employee to make in-
ventories of stocks on hand and other-
wise check the correctness of such rec-
ords; and

(3) A written agreement signed by the
person who will own the drug after the
repacking is completed that he will re-
quest certification of, each batch thereof
unless It is exempt under section 801(d)
of the act or §§ 433.12, 433.13, 433.14, or
433.17, and that he will not remove any
of such drug from such establishment
unless it complies with section 502(1)
of the act or the certification require-
ments of section 512(n) of the act or Is so
exempt or is returned to him for labeling
or, if certification is refused, unless it is
returned within a reasonable time to
permit reprocessing. and certification,
destruction, or such exemption at the
establishment Where it was manufac-
tured.
When the Commissioner finds that
such application contains any untrue
statement of a material fact or that any
provision of -any such agreement has
been violated he may revoke such permit.
Any person who contests the denial or
revocation of a permit shall have an op-
portunity for a regulatory hearing before
the Food and Drug Administration pur-
suant to Subpart F of Part 2 of this
chapter.

* * * * *

PART 511-NEW ANIMAL DRUGS FOR
INVESTIGATIONAL USE

47. In Part 511, by amending § 511.1
by revising the undesignated paragraph
at the end of paragraph (b) (6) and par-
agraphs (c) (1) and (4) and (d) (2) to
read as follows:
§ 511.1 New animal drugs for investiga-

tional upe exempt from section 512
(a) of the at.

(b) * *
(5) * * *

Authorizations granted under this sub-
paragraph do not exempt investigational
animals and their products from compli-
ance with other applicable inspection re-
quirements. Any person who contests a
refusal to grant such authorization shall
have an opportunity for a regulatory
hearing before the Food and Drug Ad-
ministration pursuant to Subpart F of
Part 2 of this chapter.

• * * *

(c) Withdrawal of eligibility to rcccttc
investigational-use new animal drugs.
(1) Whenever the Food and Drug Ad-
ministration has infornation indicating
that an investigator has repeatedly or de-
liberately failed to comply with the con-
ditions of these exempting regulations or
has submitted false information either
to the sponsor of the investigation or in
any required report, the Director, Bureau
of Veterinary Medicine, will furnish the
investigator written notice of the matter
complained'of In general terms and offer
him an opportunity to explain the mat-
ter in an Informal conference and/or in
writing. If an explanation is offered but
not accepted by the Bureau of Veteri-
nary Medicine, the Investigator shall
have an opportunity for a regulatory
hearing before the Food and Drug Ad-
ministration pursuant to Subpart F of
Part 2 of this chapter on the question of
whether the investigator Is entitled to re-
ceive investigational new animal drugs,

• * * * 4

(c) (4) If the Commissioner determines,
after the unreliable data submitted
by the Investigator are eliminated from
consideration, that the data remaining
are inadequate to support a conclusion
that it Is reasonably safe to continue the
investigation,, he shall first notify the
sponsor, who shall have an opportunity
for a regulatory hearing before the rood
and Drug Administration pursuant to
Subpart F of Part 2 of this chapter on
whether the exemption should be termi-
nated. If a danger to the public health
exists, however, he shall terminate the
exemption forthwith and notify the
sponsor of the termination. In such event
the sponsor shall have an opportunity for
a regulatory hearing before the Food and
Drug Administration pursuant to Sub-,
.part F of Part 2 of this chapter on the
question of whether the exemption
should be reinstated.
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(d) * * *
(2) The continuance of the investiga-

tion is unsafe or otherwise contrary to
the public interest or the drug is being
or has been used for purposes other than
bona fide scientific investigation, he shall
first notify the sponsor and invite his
immediate correction. If the conditions
of the exemption are not immediately
met, the sponsor shall have an oppor-
tunity for a regulatory hearing before the
Food and Drug Administration pursuant
to Subpart F of Part 2 of this chapter on
whether the exemption should be termi-
nated. If the exemption is terminated the
sponsor shall recall or have destroyed
the unused supplies of the new animal
drug.

t -* * *

PART 514--NEW ANIMAL DRUG
APPLICATIONS

48. In Part 514, by revising § 514.201 to
read as follows:
§ 514.201 Procedure for hearings.

Hearings relating to new animal drugs.
under section 505 (d), (e), (m) (3), and
(m) (4) of the act shall be governed by
Part 2 of this chapter.
§8 514.202, 514.203, 514.204, 514.205,

514.206 [Revoked:I.

49. By revoking §§ 514.202, 514.203,
514.204, 514.205, and 514.206.

50. By revising § 514.210 to read as
follows:
§ 514.210 Hearing procedure.

Hearings pursuant to § 514.155 shall
be governed by Subpart F of Part 2 of
this chapter.
§§ 514.220, 514.221, 514.222, 514.230,

514.231,514.232 [Revoked].
51. By revoking, §§ 514.220, 514.221,

514.222, 514.230, 514.231, and 514.232.
52. By revising § 514.235 as follows:

§ 514.235 Judicial review.
(a)- The transcript and record shall

be certified by the Commissioner. In any
case in which the Commissioner enters
an order without a hearing pursuant to
§ 314.200(g)" of this chapter, the re-
quest(s) for hearing together with the
data and information submitted and the
Commissioner's findings and conclusions
shall be included in the record certified
by the Commissioner.

(b) Judicial review of an order with-
drawing approval of a new drug appli-
cation, whether or not a hearing has been
held, may be sought by a manfacturer or
distributor'of an identical, related, or
similar drug product, as defined in § 310.6
of this chapter, in a United States court
of appeals pursuant to section 505(h)

-of the act.

PART 601-LICENSING
53. In Part 601, by revoking 99 601.4,

601.5, and 601.6(c), by redesignating the
remainder of § 601.6 as § 601.12, by add-
ing new. 9 601.4 through 601.9, and by
revising § 601.22 to read as follows:
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§ 601.4 Issuance and denial or license. § 601.6 Suspension of license.
(a) An establishment or product 11- (a) Whenever the Commissioner has

ceise shall be issued upon a determina- reasonable grounds to believe that any of
tlion by the Commisloner that the estab- thWe grounds for revocation of a license
lishment or the product, as the case may exist and that by reason thereof there is
be, meets the applichble standards estab- a danger to health, he may notify the
lished in this chapter. Licenses shall be licensee that his license for the estab-
valid until suspended or revoked. lishment or the product is suspended and

(b) If the Commissioner determines require that the licensee (1) notify the
that the establishment or product does selling agents and distributors to whom
not meet the standards established in such product or products have been de-
this chapter, he shall deny the applica- livered of such suspension, and (2) fur-
tion and inform the applicant of the nish to the Director, Bureau of Biologics.
grounds for, and of an opportunity for complete records of such deliveries and
a hearing on, his decision. If the appll- notice of suspension.
cant so requests, the Commissioner shall (b) Upon suspension of a license, the
issue a notice of opportunity for hearing Commissioner shall either (1) proceed
on the matter pursuant to § 2.111(b) of pursuant to the provisions of § 601.5(b)
this chapter. to revoke the license, or (2) if the

601.5 Revocation of license. licensee agrees, hold revocation in abey-
ance pending iFesolutlon of the matters

(a) An establishment or product 11- involved.
cense shall be revoked upon application 6
of the manufacturer giving notice of In- §601.7 Procedure forhc4rings.
tention to discontinue the manufacture (a) A notice of opportunity for hear-
of all products or to discontinue the ing, notice of appearance and request for
manufacture of a particular product for hearing, and grant or denial of hearing
which a license is held, and waiving an for a biological drug pursuant to this
opportunity for a hearing on the matter. Part, for which the exemption from the

(b) If the Commissioner finds that (1) Federal Food, Drug, and Cosmetic Act in
authorized Food and Drug Administra- § 310.4 of this chapter has-been revoked,
tion employees after reasonable efforts shall be subject to the provisions of
have been unable to gain access to an es- - § 314.200 of this chapter except to the ex-
tablishment or a location for the purpose tent that the notice of opportunity for
of carrying out the inspection required hearing on the matter issued pursuant to
under § 600.21 of this chapter, (2) manu- § 2.111(b) of this chapter specifically pro-
facturing of products or of a product has vides otherwise.
been discontinued to an extent that a ' (b) Hearings pursuant to §§ 601A
meaningful inspection or evaluation can- through 601.6 shall be governed by Part
not be made, (3) the manufacturer has 2 of this chapter.
failed to report a change as required by (c) When a license has been sus-
§ 601.12, (4) the establishment or any pended plrsuant to § 601.6 and a hearing
location thereof, or the product for which request has been granted, the hearing
the license has been issued, fails to con- shall proceed on an expedited basis.
form to the applicable standards estab- § 601.8 Pulication of revoation.
lished in the license and in this chapter
designed to ensure the continued safety, Notice of revocation of a license, with'
purity, and potency of the manufactured statement of the cause therefor, shall be
product, (5) the establishment or the issued by the Comm-sioner and pub-
manufacturing methods have been so lished in the F EDAL REEosTn.
changed as to require a new showing that § 601.9 LIcenses; reissuance.
the establishment or broduct meets the
standards established in this chapter in (a) Compliance with standards. An
order to protect the public health, or (6) establishment or product license, previ-
the licensed product is not safe and effec- ously suspended or revoked, may be re-
tive for all of its intended uses or is miso issued or reinstated upon a showing of
branded with respect to any such use, compliance with required standards and
he shall notify the licensee of his inten- upon such inspection and examination
tion to revoke the license, setting forth as may be considered necessary by the
the grounds for, and offering an oppor- Commissioner.
tunity !or a hearing on, the proposed (b) Exclusion of noncomplying loca-

tion. An establishroent or product license,
revocation. Except as provided In § 601.6 excluding a location or locations that
and in cases Involving willfulness, the fail to comply with required standards,
notification required in this paragraph may be Issued without further applica-
shall provide a reasonable period for the tion and concurrently with the suspen-
licensee to demonstrate or achieve con- sion or revocation of the license for non-
pliance with the requirements of this compliance at the excluded location or
chapter, before proceedings will be In- locations.

stituted for the revocation of the license. § 601.22 Products in short supply; ini-
If compliance is not demonstrated or tial manufacturing at other than
achieved and the licensee does not w aive licensed establishment.

the opportunity for a hearing, the Coi- Licenses issued to a manufacturer for
an establishment shall authorize persons

missioner shall Issue a notice of oppor- other than such manufacturer to con-
tunity for hearing on the matter pursu- duct at places other than duch establish-
ant to E 2.111(b) of this chapter. ment the initial, and partial manufac-
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turing of a product for shipment solely to
such manufacturer only to the extent
that the names of such persons and
places are registered With the Commis-
sioner of Food and Drugs and he finds
upon application of such manufacturer,
that (a) the product is in short supply
due either to the peculiar growth re-
quirements of the organism involved or
to the scarcity of the animal required for
manufacturing purposes, and (b) such
manufacturer has established witti re-
spect to such persons and places such
procedures, inspections, tests or other ar-
rangements as will assure full compliance
with the applicable regulations of this
subchapter related to continued safety,
purity, and potency. Such persons and
places shall be subject to all regulations
of this subchapter except §§ 601.1 to
601.6, 601.9, 601.10, 601.20, 601.21, 601.30
to 601.33, and 610.60 to 610.65 of this
chapter. Failure of such manufacturer to
maintain such procedures, inspections,
tests, or other arrangements, or failure
of any person conducting such partial
manufacturing to comply with applicable
regulations shall constitute a ground for
suspension or revocation of the authority
conferred pursuant to this section on the
same basis as provided in §§ 601.6 to
601.8 with respect to the suspension and
the revocation of licenses.
§§ 601.40, 601.41, 601.42, 601.43,

601.44 [Revoked].
54. By revoking, § 601.40 through

601.44.

PART 701-COSMETIC LABELING
55. In Part 701, by revising § 701.3

(b) and (e) to read as follows:
§ 701.3 Designation of ingredicnts.

(b) The declaration of ingredients
shall appear with such promience and
conspicuousness as to render it likely to
be read and understood by ordinary in-
dividuals under normal conditions of
purchase. The declaration shall appear
on any appropriate information panel in
letters.not less than MG of an inch in
height and without obscuring design,
vignettes, or crowding. In the absence of
sufficient space for such declaration on
the package, or where the manufacturer
or distributor wishes to use a decora-
tivQ container, the declaration may ap-
pear on a firmly affixed tag, tape, or
card. In those cases where there is In-
sufficient space for such declaration on
the package, and it is not practical to
firmly affix a tag, tape, or card, the Coin-

iss
acce
size.
tion
shal
this

sioner may establish by regulation ap Subpart D-Hearings ,
eptable alternate, e.g., a smaller type § 1210.30 Hearing procedure for permit
A petition requesting such a regula- denial, suspension, and revocation.

* as an amendment to this paragraph
I be submitted pursuant to Part 2 lf Any person who, contests denial, sus-
chapter. pension, or revocation of a permit shallcatrhave an opportunity for a regulatory

* ~ ~ ~ ~ e-n * Ic.,;-w +I, Sh T',A ,.-A. lr A A.

(e) Interested persons may submit a
petition requesting the, establishment of
a specific name for a cosmetic ingredient
pursuant to Part 2 of this chapter. The
Commissioner may also propose such a
name on his own initiative.

PART 1033-NOTIFICATION OF DEFECTS
OF FAILURE TO COMPLY

56. In Part 1003, by amending § 1003.11
by adding an undesignated paragraph at
the end of paragraph (a) as follows:
§ 1003.11' Determination by Secretary

that product fails to comply or has
a defect.

The-manufacturer shall have an oppor-
tunity for a regulatory hearing before
the ]ood. and Drug" Administration pur-
suant to Subpart F of Part 2 of this
chapter.

57. By adding § 1003.31(d) to read as
follows:
§ 1003.31 Granting the exemption.

(d) Any person who contests denial of
an exemption shall have an opportunity
for a regulatory hearing before the Food
and Drug Administration pursuant to
Subpart F of .Part 2 of this chapter.

PART 1004--REPURCHASE, REPAIRS, OR
REPLACEMENT OF ELECTRONIC PROD-
UCTS
58. In Part 1004, by amending § 1004.6

by adding the following new sentence at
the end, as follows:
§ 1004.6 Approval of plans.
• * * Any person who contests denial

of a plaii shall have an opportunity for a
.regulatory hearing before the Food and
Prug Administration pursuant to Sub-
part F of Part 2 of this chapter.

PART 1210-REGULATIONS UNDER THE
FEDERAL IMPORT MILK ACT

59. In Part 1210, by revising the head-
lng of Subpart D and § 1210.30 to read as
follows:

ministration pursuant to Subpart F of
Part 2 of this chapter.

60. By revoking § 1210.31 and by re-
designating § 1210.63 as new § 1210.31
to read as follows: ,

1210.31 Hearing bcforc proecution.
Before violation of the act Is referred

to the Department of Justice for pros-
ecution under section 5 of the Federal
Import Milk Act, an opportunity to be
heard will be given to th6 party against
whom prosecution Is under considera-
tion. The hearing will be private and
confined to questions of fact. The party
notified may present evidence, either oral
or written, In person or by attorney, to
show cause why he should not be pros-
ecuted. After a hearing Is held, If It ap-
pears that the law has been violated,
the facts will be reported to the Depart-
ment of Justice.

§ 1210.32, 1210.33, 1210.40, 1210.4-1,
1210.42, 1210.43, 1210.44, 1210.50,
1210.51, 1210.52, 1210.53, 1210.54,
1210.55, 1210.56, 1210.57, 1210.58,
1210.59, 1210.60, 1210.61, 1210.62,
[Revoked].

61. By revoking §§ 1210.32, 1210.33, and
Subparts E, F and G of Part 1210, includ-
ing 1210.40, 1210.41, 1210.42, 1210.43,
1210.44, 1210.50, 1210.51, 1210.52, 1210.53,
1210.54, 1210.55, 1210.56, 1210.57, 1210.58,
1210.59, 1210.60, 1210.61, 1210.62.

Interested persons may, on or before
(insert date 30 days after date of publi-
cation in the FEDEAL REGISTER), submit
to the Hearing Clerk, Food and Drug
Administration, Rm. 4-65, 5000 Fishers
Lane, Rockville, MD 20852, written com-
ments regarding this proposal. Com-
ments should be filed in quintuplicato
(except that individuals may submit sin-
gle copies), and should be identified with
the Hearing Clerk docket nutihber found
In brackets in the heading of this docu-
ment. Received comments may be seen in
the above office Monday through Friday,
from 9 am. to 4 p.m., except on Federal
legal holidays.

Dated: August 29, 1975.
SAM D. FinE,

Associate Commissoner /or
Compliance.

[FR Doc.75-23409 Filed 9-2-76;8:45 am]
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Title 16-Commercial Practices
CHAPTER I-FEDERAL TRADE

COMMISSION
SUBCHAPTER A-PROCEDURES AND RULES

OF PRACTICE

PART 4-MISCELLANEOUS RULES
Implementation of Privacy Act Regulations

The Commission announces the follow-
ing rules, which are effective on Octo-
ber 3, 1975, to implement the Privacy Act
of 1974 (Pub. L. 93-579, 5 U.S.C.
552a). The Commission's proposed rules,
which were promulgated on-August 14,
1975 (40 FR 34162), are amended
by these rules. The only changes made
have been renumbering the rules and
clarifying that all requests under § 4.13
(c) (formerly § 4.13.3) must name the
system of records which is the subject of
the request and must include any addi-
tional information specified in the perti-
nent system notice as necessary to locate
the records requested. Other than correc-
tion of typogral~hical errors; no other
changes have been made.

Section 4.13 is added to read as fol-
lowt:
§ 4.13 Privacy Act rules.

(a) Purpose and Scope-(1) This sec-
tion is promulgated to implement the
Privacy Act of 1974 (Pub. L. 93-579, 5
U.S.C. 552a) by establishing procedures
whereby an individual can, as to all
systems of records maintained by the
Cbmmission except those set forth in
§ 4.13(m) as exempt from disclosure, (I)
request notification of whether the Com-
mission maintains a record pertaining,
to- him in any system of records, (ii) re-
quest access to such a record or to an
accounting of its disclosure, (li) request
that the record be amended or corrected,
and (iv) appeal an initial adverse deter-
mination of any such request. This sec-
tion also establishes those systems of
records that are specifically exempt fiom
disclosure and from other requirements.

(2) The procedures of this section ap-
ply only to requests by an individual as
defined In § 4.13(b). Except as otherwise
provided, they govern only records con-
taining personal information in systems
of records for which notice has been pub-
lished by the Commission in the FEDERAL
REGISTER pursuant to section 552a(e) (4)
of the Privacy Act of 1974 and which are
neither exempt from the provisions of
this section nor contained in govern-
ment-wide systems of personnel records
for which notice has been published in
the 'EDERAL REGISTER by the Civil Serv-
ice Commission. Requests for notifica-
tion, access, and amendment of person-
nel records which are contained in a
system of records for which notice has
been given by the Civil Service Commis-
sion are governed by the Civil Service
Commission's notices, 5 CFR Part 297.
Access to records which are not .subject to
the requirements of the Privacy Act are
governed by § § 4.8-4.11.

(b) Defnitions.-The following defini-
tions apply to this section only:

(1) 'Individual" means a natural per-
son who is'a citizen of the United States

RULES AND REGULATIONS

or an allen lawfully admitted for per-
manent residence.

(2) "Record" means any item, collec-
tion, or grouping of personal information
about an individual that Is maintained
by the Commission, including, but not
limited to, his education, financial trans-
actions, medical history, and criminal or
employment history and that contains
his name, or the identifying number,
symbol, or other identifying particular
assigned to the individual, such as a
finger or voice print or a photograph,
but does not include information con-
cerning proprietorships, businesses, or
corporations.

(3) "System of records"-means a group
of any records under the control of the
Commission from which information' is
retrieved by the name of the individual
or by some identifying number, symbol,
or other identifying particular assigned
to the individual, for which notice has
been published by the Commission in the
FEDERAL REGISTER pursuant.to 5 U.S.C.
552a(e) (4).

(c) Procedures for requests pertain-
ing to individual records in a record sys-

* tem.-An individual may request access
to his records or any information per-
taining to him in a system of records,
and notification of whether and to whom
the Commission has disclosed a record for
which an accounting of disclosures is re-
quired to be kept and made available to
him, using the procedures of this subsec-
tion. Requests for the disclosure of rec-
ords under this subsection or to deter-
mine whether a system of records con-
tains records pertaining to an individual
or to obtain an accounting of disclosures,
shall be in writing and if mailed, ad-
dressed as follows:
Privacy Act Request, Office of the- Secretary,

Federal Trade Commission, 6th Street and
Pennsylvania Avenue NW., Washington,
D.C. 20580.

If requests are presented in person at the
Office of the Secretary, the individual
shall be required to execute a written re-
quest. All requests must name the sys-
tem of records which is the subject of the
request, and'must include any additional
information specified in the pertinent
system notice as necessary to locate the
records requested. If the requester desires
to permit a person to accompany him to
review his record, the request shall s&
state. Nothing in this section shall allow
an individual access to any information
compiled in reasonable anticipation of a
civil action or proceeding.

(d) times, places, and requirements
for identification of individuals making
requests.-Verification of identity of per-
sons making written requests to the Sec-
retary ordinarily will not be required.
The signature upon such requests shall
be deemed to be a. certification by the
person signing that he is the individual
to whom the ricord pertains or the par-
ent of a minor or the duly appointed le-
gal guardian of the individual to whom
the record pertains. The Secretary may
require additional verification of iden-
tity as specified by him when necessary
reasonably to assure that records are not

improperly disclosed; provided, however,
that no verification of Identity will be
required where the records sought are
publicly available under the Freedom of
Information Act.

(e) Disclosure of requested information
to individuqls.-Wlthn ten (10) working
days of recqipt of a request under § 4.13
(c), the Secretary shall acknowledge re-
ceipt of the request. Within thirty (30)
working days of the receipt of a request
under § 4.13(c), the Secretary shall In-
form the requester whether a system of
records -containing retrievable Informa-
tion pertaining to the requester exists,
and if so, either that his request has been
granted or that the requested records or
information is exempt from disclosure
pursuant to § 4.13(m). When, for good
cause shown, the Secretary is unable to
respond within thirty (30) working days
of the receipt of the request, he shall no-
tify the requester of that fact and ap-
proximately when It is anticipated that
a response will be made.

(f) Special procedures: Medical rec-
ords.-When the Secretary determines
that disclosure of a fijedical or psycho-
logical record directly to a requesting in-
dividual could have an adverse effect on
the individual, he shall require the In-
dividual to designate a medical doctor to
whom the record will be transmitted.

(g) Request for correction or amend-
ment of record.-An Individual to whom
access to his records or any Information
pertaining to him In a system of records
has been granted may request that any
portion thereof be amended or corrected
because he believes It is not accurate,
relevant, timely, or complete. An Initial
request for correction or amendment of
a record shall be in writing whether pre-
sented In person or by mall, and If by
mail, addressed as in § 4.13(c). In mak-
ing a request under this subsection, the
requesting party shall state the nature
of the information In the record the
individual believes to be inaccurate, Ir-
relevant, untimely, or Incomplete, the
correction or amendment desired, and
the reasons therefore.

(h) Agency review of request for cor-
rection or amendment of record.-
Whether presented in person or by mail,
requests under § 4.13(g) shall be
acknowledged by the Secretary within
ten (10) working days of the receipt of
the request if action on the request can-
not be completed and the individual
notified of the results within that time.
Thereafter, the Secretary shall promptly
either make the requested amendment
or correction or inform the requester of
his refusal to make the amendment or
correction, the reasons for the refusal,
and the requester's right to appeal that
determination In accordance with § 4,13
(I).

(I) Appeal of initial adverse agency
determination.-(1) If the Secretary de-
nies an initial request under § 4.13(o) or
§ 4.13(g), the requester may appeal that
determination to the Commission, The
appeal shall be in writing and addressed
as follows:

FEDERAL REGISTER, VOL. 40, NO. 171-WEDNESDAY, SEPTEMBER 3, 1975



RULES AND REGULATIONS

Privacy Act Appeal, Office of the General
Counsel, Federal Trade CommissIon, 6th
Street and Pennsylvania Avenue NW..
Washington, D.C. 20580.

The Commission shall notify the re-
quester within thirty (30) working days
of the receipt of his appeal of the dis-
position of that appeal, except that the
thirty (30) day period may be extended
for good cause, in which case the re-
quester will be advised of the approxi-
mate date on which review will be
completed.

(2) (1) If the Commission refuses to
amend or correct the record in accord-
ance with a request under § 4.13(g), It
shall notify the requester of that deter-
mination and inform him of his right to
file with the Secretary of the Comnmis-
sion a concise statement setting forth
the reasons for his disagreement with
that determination and the fact that
such a statement will be treated -as set
forth in subparagraph (ii). The Com-
mission shall also inform the requester
that judicial review of the determina-
tion is available by a civil suit in the dis-
trict in which the requester resides, or
has his principal place of business, or in
which the agency records are situated, or

- in the District of Columbia.
(ii) If the individual files a statement

disagreeing with the Commission's de-
termination not to amend or correct a
record, it shall be clearly noted in the
record involved and made available to

anyone to whom the record has been dis- tenses. Sections 552a(i) (1) and (2) of
closed after Septenhber 27, 1975, or is the Privacy Act, 5 U.S.C. 552a(i) (1) and
subsequently disclosed together with, If " (2), provide penalties for violations by
the Commission deems it appropriate, a agency employees of the Privacy Act or
brief statement of the reasons for refus- regulations establshed-thereunder. Titie
ing to amend the record. 18 U.S.C. 1001, Crimes and Criminal Pro-

(j) Disclosure of recprd to person other cedures, makes It a criminal offense, sub-
than the individual to whom it per- Ject to a maximum fine of $10,000 orim-
tains.-Except as provided by 5 U.S.C. prisonment for not more than 5 years
552a(b), the written request or prior or both, to knowingly and willfully make
written consent of the individual to whom or cause to be made any false or fraud-
a record pertains, or of his parent if a ulent statements or representations in
minor, or legal guardian if incompetent, any matter within the jurisdiction of any
shall be required before such record is agency of the United States.
disclosed. If the individual elects to in- (m) Sjpecific exemptions.-Pursuantto
spect a record in person and desires to be 5 U.S.C. § 552a(k) (2), investigatory ma-

- accompanied by another peison, the Sec- terial compiled for law enforcement pur-
retary may require the individual to fur- poses In the following systems of records
nish a signed statement authorizing his is exempt from subsections (c) (3), (d),
record to be disclosed in'the presence of (e) (1), (e) (4) (G), (H), and (I), and
the accompanying named person. (f) of 5 U..C. 552a, and from the pro-

(k) Fees.-No fees shall be charged for
sear6hing for a record, reviewing It, or for visions of this section, except as other-
copies of records made by the Commis- wise provided in § 552a(k) (2):
sion for its own purposes incident to Drlcclplnary Action Investigatory Files-FC.
granting access to a requester. Copies of Investigational, Legal, and Public Records-
records to which access has been granted FTC. I
under this section may be obtained by Litigation Information Management Systems
the requester from the Secretary upon for Investigations, Rulemaking, and Ad-
payment of the reproduction fees pro- Judlcatory PrcceedIngs-PIG.
vided In f 4.8(c) (2). Preliminary Investigation Files--FIC.

(1) Penalties. Section 552a(l) (3) of Issued by direction of the Commission
the Privacy Act, 5 U.S.C. 552a(i) (3), dated August 27, 1975.
makes it a misdemeanor, subject to a
maximum fine of $5.000, to knowingly CHARLEs A. Tosnl,
and willfully request orobtain any record Secretary.
concerning an individual under false pre- IFn Doc.75-2327o Filed 9-2-75;8:45 am]
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CIVIL AERONAUTICS BOARD

-- CIVIL AERONAUTICS BOARD
PRIVACY ACT OF 1974

Notices of Systems of Records

By PDR-39, 40 F.R. 30283, the Civil Aeronautics Board issued
notice of its proposed rules to implement the Privacy Act of 1974,
and proposed notices of various "systems of records," under that
Act, were published at 40 F.R. 33181. The Board hereby gives
notice of the existence and character of two additional systems of
records which it maintains. Public comment is invited with respect
to the "routine use" which the Board proposes to make of the
within-described information, as set forth in these notices. Com-
ments may be filed on or before September 27, 1975, addressed to
the Docket Section, Civil Aeronautics Board, Washington, D.C.
20428.

Dated: 'August 27, 1975.

Edwin Z. Holland,
Secretary.

CAB-l
System name: Members of Congress liographical information and

correspondence-CAB
System location: Office of Community and Congressional Rela-

tions, Civil Aeronautics Board, 1825 Connecticut Avenue, N. W.,
Washington, D. C. 20428.

-Categories of individuals covered by the system: Individuals who
are current Members of Congress.

Categories of records in the system: Biographical information, in-
cluding committee assignments and voting records, from public
sources such as the Congressional Quarterly, 'Congressional
Directory, and extracts from the Congressional Record and" various
aviation publications; and copies of correspondence between Mem-
bers of Congress and the CAB which are duplicates of those main-
tained in the "Correspondence between Civil Aeronautics Board-
and persons outside the Board-CAB" system of records and sub-
ject to that Notice of System of Records.

Authority for maintenance of the system: Section 204 of the
Federal Aviation Act, 49 U.S.C. 1324.

Routine uses of records maintained in the system, including catego-
ries of users and the purposes of such uses: Used by CAB staff to
answer staff and Congressional inquiries, and may be used for any
regulatoi:y purpose including evidence in proceedings before the
Board and the courts. Relevant records in this system of records
may be disclosed to any person if required under. "freedom of in-
formation" or other laws governing access to materials in the
Board's possession.

,Policies and practices for storing, retrieving, accessing, retaining,
and disposing of records in the system:

Storage: Maintained in individual file folders. Indexed by name of
Member of Congress.

Safeguards: Folders are located in lockable metal file cabinets in
an area to which access is controlled by CAB personnel and which
is locked after business hours.

Retention and disposal: Biographical material is retained during
the time an individual is a Member of Congress and then destroyed;
duplicate correspondence is retained through the current session of
Congress and is then destroyed,

System manager(s) and address: Director, Office of Community

and Congressional Relations, Civil Aeronautics Board, 1825 Con-
necticut Avenue, N. W., Washington, D. C. 20428.

Notification procedure: By mailing or delivering to the Office of
the -Secretary, Civil Aeronautics Board, 1825 Connecticut Avenue,
N. W., Washington, D. C. 20428 a written request bearing the in-
dividual's return address, printed or typewritten name, and signa-
ture.

Record access procedures: Same as above.
Contesting record procedures: Same as above.
Record source categories: Published Congressional reference

materials, aviation publications, Members of Congress writing to
the CAB, and the CAB.

CAB-12
System name: Mailing lists of persons requesting CAB informa.

tional, technical, or statistical material - CAB.
System location: Publications Services Section, Office of Facili-

ties and, Operations, Civil Aeronautics Board, 1825 Connecticut
Avenue, N. W., Washington, D. C. 20428.

Categories of individuals covered by the system: Individuals who
have requested that they be placed on a CAB mailing list, including
regular publication customers.
" Categories of records in the system: CAB Form
103-"Subscription and Publications Order" containing name, ad-
dress, item(s) requested, and amount of order; and requests for
materials for which no charge is made containing name, address,
and item(s) requested.

Authority for, maintenance of the system: Secti6n 204 of the
Federal Aviation Act, 49 U.S.C. 1324.

Routine uses of records maintained in the system, Including catego-
ries of users and the purposes of such uses: Used by CAB staff to
send items requested, and may be used for any regulatory purpose
including use in evidence in proceedings before the Board and the
courts.

Policies and practices for storing, retrieving, accessing, retaining,
and disposing of records in the system:

Storage: Maintained in individual file folders, address card files,
and metal addressograph plates.

Retrievability: Folders indexed by hame, cards aud addresso-
graph plates filed alphabetically by name.

Safeguards: Stored in metal cabinets in an area to which access is
controlled by and restricted to CAB personnel and which is locked
after business hours.

Retention and disposal: CAB Form 103 is retained until the end of
each calendar year and then destroyed; address card files and metal
addressograph plates retained until the individual requests removal
from the mailing list and then destroyed; requests for matcrials for
which no charge is made are kept for up to one year after the
material is sent arid then destroyed.

System manager(s) and address: Chief, Publications Services Sec-
tion, Office of Facilities and Operations, Civil Aeronautics Board,
1825 Connecticut Avenue, N. W., Washington, D. C. 20428.

Notification procedure: By mailing or delivering to the Office of
the Secretary, Civil Aeronautics Board, 1825 Connecticut Avenue,
N. W., Washington, D. C. 20428 a written request bearing the in-
dividual's return address, printed or typewritten name, and signa-
ture. t

Record access procedures: Same as above.
Contesting record procedures: Same as above.
Record source categories: Individual or person requesting the

material.

[FR Doc.75-23126 Filed 8-28-75; 10e:21 am]
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PROPOSED RULES

COMMISSION ON CIVIL RIGHTS
[45 CFR Part 706

THE REQUIREMENTS OF THE PRIVACY
ACT OF 1974

Proposed Rulemaking
The Commission on Civil Rights pro-

poses to adopt rules regarding records
maintained by the Commission concern-
ing individuals pursuant to and in ac-
cordance with Section F of the Privacy
Act of 1974. After, consideration by the
Commission of any comments regarding
the proposed rules, final rules will be
adopted by the Commission. When
adopted, the rules will reflect the Com-
mission's implementation of the require-
ment of the Privacy Act of 1974, 5 U.S.C.
552a (Pub. L. 93-579), and will comprise
a new Part 706 of Title 45 of the Code of
Federal Regulations.

interested persons are invited to sub-
mit comments, suggestions, or objec-
tions regarding the proposed rules to the
Office of General Counsel, Commission
on Civil Rights, 1121 Vermont Avenue,
NW., Washington, D.C. 20425. Comments
received prior to September 26, 1975, will
be considered before final action is taken
on this proposal

it is proposed to make these rules ef-
fective September 27, 1975, the effective
date of the Privacy Act of 1974.

Lous NuNEZ,
Acting Staff Director.

AUGUST 25,1975.
PART-706---MATERIALS AVAILABLE

PURSUANT TO 5 U.S.C. 552a
See.
7061 Purpose and scope.
706.2 Definitions.
706.3 'Procedures for requests pertaining to

individual records in a system of
records.

706.4 Times, places, and requirements for
identification of individuals mak-
ing requests and identification of
records requested.

706.5 Disclosure of requested information
to individuals.

706.6 Request for correction or amend-
ment to record.

706.7 Agency review of request for correc-
tion or amenidment of the record.

706.8 Appeal of an initial adverse agency
determination.

706.9 Disclosure of records to a person
other than the Individual to whom
the recordpertains.

706.10 Fees.
706.11 Penalties.
706-12 Special procedures: information

furnished by other agencies.
706.13 Exemptions.

ArwHoaR=y: Pub. L. 93-579; 5 U.S.C. 552a.

§ 706.1 Purpose and scope. _
(a) The purpose of this part is to set

forth rules to inform the public regard-
ing information maintained by the Com-
mission on Civil Rights about identifiable
individuals and to inform those individu-
als how the' may gain access to and
correct, or amend information about
themselves.

(b) The rules in this part carry out the
requirements of the Privacy Act of 1974
(Pub. L. 93-579) and in particular 5
U.S.C. 552a as added by-that Act.

(C) The rules in this part apply only
to records disclosed or requested under
the Privacy Act of 1974, and not to re-
quests for information made pursuant to
the Freedom of-Information Act, 5 U.S.C.
§ 552.
§ 706.2 Definitions.

For the purpose of this regulation:
(a) The terms "Commission" and

"agency" mean the U.S. Commission on
Civil Rights;

(b) The term "individual" means a cit-
izen of the United States or an allen law-
fully admitted for permanent residence;
(c) The 'term "maintain" includes

-maintain, collect, use, or disseminate;
(d) The term "record" means any Item.

collection, or grouping of information
about an individual that is maintained
by the Commission, including, but not
limited to, his or her education, financial
transactions, medical history, and crimi-
nal or emploSment history and that con-
tains his or her name, or the identifying
number, symbol, or other Identifying par-7
ticular assigned to the individual;
(e) The term "system record" means

a group of any records under the control
of the Commission from which informa-
tIon may be retrieved by the name of the
individual or by some Identifying num-
ber, symbol, or other Identifylng particu-
lar assigned to that individual;

f) The term "statistical record"
means a record in a system of records
maintained for statistical research or re-
porting purposes only and not used in
whole or in part in making any det&ml-
nation about an Identifiable Individual,
except as provided in section 8 of title
13; and

(g) The term "routine use" means,
with respect to the disclosure of a record,
the use of such record for a purpose
which is compatible with the purpose for
which It was collected.
§ 706,3 Procedures for requesff pertain-

ing to individual records in a system
-of records.

(a) An individual seeking notification
of whether a system of records contains
a record pertaining to him or her or an
individual seeking access to information
or records pertaining to him or her which
is available under the Privacy Act of 1974,
shall present his or her request in person
or in writing to the General Counsel of
the Commission.

(b) In addition to meeting the require-
ments set forth n § 706.4(d), the indi-
vidual seeking notification or access,
either in person or by mail, shall describe
the nature of the records sought, the ap-
proximate dates covered by the record,
and the system in which It Is thought to
be included, as described in the "Notices
of Record Systems" published in the Fzo-
EMx REGISTER. (Citation to be supplied
upon final adoption of the rules.)
§ 706.4 Times, places, and requirements

for identification of individuals -mak.
ing requests and identification of rec-

-ords requested.
(a) The General Counsel is the desig-

nated Privacy Act Officer for the
Commission.
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(b) An Individual making a request
to the General Counsel In person may
do so at the CommIssIon's headquarters
office. 1121 Vermont Avenue, NW.,
Washington, D.C. 20425, on any business
day during business hours. Persons may
also appear for purposes of identifica-
tion only at any of the regional offices
of the Commission on any business day
during business hours. Regional offices
are located as follows:
Central Statea Regional Otfce, U.S. Commis-

slon on Civil Rights, 911 Walnut Street.
Kana City, Mszouri 64106, (816) 374-
5253 or 374-2454 (8:00-5:00).

Mid-Atlantlc Regional Office, U.S. Commis-
slon on Civil Rights, 2120 L Street, N.W.,
(Room 510), Wazlington, D.C. 20037, (202)
254-6717 or 25-6670 (S:45,5:30).

Midwestern Regional Office, U.S. Commis-
sion on Civil Rights, 230 South Dearborn
Street, 32nd Floor, Chicago, Ililnols 60604,
(312) 353-7371 or 353-7479 (8:45-5:30).

Mountain States Regional Office, U.S. Com-
minsion on Civil Rights. Ross Building
(Room 216), 1726 Champa Street. Denver,
Colorado 80282. (303) 837-2211 or 837-2485
(8:00-4:30).

Northeastern Regional Office, US. Commis-
sion on Civil Rights, 26 Federal Plaza
(Room 1639). New York. New York 10007,
(212) 264-0400 or 264-0543 (9:00-5:30).

Southern Regional Office, U.S. Comml-ston
on Civil Rights, Citizens Trust Bank Bldg.
(Room 362). 75 Piedmont Avenue, NE.,
Atlanta, Georgia 30303, (404) 526-4391 or
526-4344 (9:00-5:30).

Southwestern Regional Office, U.S. Commis-
slon on Civil Rights. New" 21oore Building
(Room 249), 10U Broadway San Antonio,
Texas 78205, (512) 225-4764 or 225-4810
(8:45-6:30).

Western Regional Office. U.S. Commission on
Civil Rights, 312 North Spring Street
(Room 1015). Lo3 Angeles, California 90012,
(213) 08-3437 or 688-5705 (8:30-5:00).

(c) An individual seeking access to
- records In person may establish his or

her Identity by the presentation of one
document bearing a photograph (such as
a driver's license, passport, or identifi-
cation card or badge) or by the presen-
tation of two Items of identification
which do not bear a photograph, but do
bear both a name and address (such as
a credit card). When Identification is
made without photographic Identifica-
tion the Commission will request a sig-
nature comparison to the signature ap-
pearing on the items offered for iden-
tification, whenever possible and prac-
tical

(d) An individual seeking access to
records by mail shall establish his or
her Identity by a signature, address, date
of birth, and one other identifier, such
as a driver's license or other document.
The words "PRIVACY ACT REQUEST"
should be placed in capital letters on
the face of the envelope in order to fa-
cilitate requests by mail.

(e) An individual seeking access in
person or by mall who cannot provide
the required documentation of identifi-
cation may provide a notarized state-
ment, swearing or affirming to his or her
Identity and to the fact that he or she
understands that there are criminal
penalties for the making of false
statements. --
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(f) The parent or guardian of a minor
or a person judicially determined to be
incompetent, in addition to establishing
the identity of the minor or incompetent
person he or she represents as required
by paragraphs (a) through (c) of this
section, shall establish his or her own
parentage or guardianship by furnishing
a copy of a birth certificate showing
parentage or court order establishing
guardianship.

(g) An individual seeking to review
information about himself or herself
may be accompanied. by another person
of his or her own choosing. In all such
cases, the individual seeking access shall
be required to furnish a written state-
ment authorizing the discussion of his
or her record in the presence of the
accompanying person.

§ 706.5 Disclosure of requested infor-
roation to individuals.

The General Counsel, or. one or more
assistants designated by him or her,
upon receiving a request for notification
of the existence of a record, or for access
to a record shall (a) determine whether
such record exists; (b) determine
whether access is available under the
Privacy Act; (c) notify the requesting
person of those determinations within
10 (ten) working days (excluding Satur-
days, Sundays, and legal public holi-
days) ; and (d) provide access to infor-
mation pertaining to that person which
has been determined to be available.
§ 706.6 Request for correction or amend-

ment to record.

(a) Any individual who has reviewed
a record pertaining to him or her that
was furnished to him or her under this
part may request the agency to correct
or amend all or part of that record.

(b) Each individual requesting a cor-
rection or amendment shall send the re-
quest to the General Counsel.

(c) Each request for a correction or
amendment of a record shall contain the
following information:

(1) The name of the individual re-
questing the correction or amendment.

(2) The name of the system of records
in which the record sought to be amend-
ed is maintained.

(3) The location of the record system
from which the record was obtained.

(4) A copy of the record sought to be
amended or a description of that record.

(5) A statemeit of the material in the
record that should -be corrected or
amended.

(6) A statement of the specific word-
ing of the correction or amendment
sought.

(7) A statement of the basis for the
requested correction or amendment in-
cluding any material that the individual
can furnish to substantiate the reasons
for the amendment sought.

§ 706.7 Agency review of request for
correction or amendment of the rec-
ord.

Within ten (10) working days (exclud-
ing Saturdays, Sundays and legal public
holidays) of the receipt of the request
for the correction or amendment of a

recdrd, the General Counsel shall ac-"
knowledge receipt of the request and in-
form the individual that his or her
request has been received and inform
the individual whether further informa-
tion is required before the correction or
amendment can be considered. Further,
the General Counsel shall promptly, and,
under normal circumstances, not later
than thirty (30) working days after re-
ceipt of the request, make the requested
correction or amendment or notify the
individual of his or her refusal to do so,
including in the notification the reasons
for the refusal, arid the procedures estab-
lished by the Commission by which the
individual may initiate a review of that
refusal.

§ 706.8 Appeal of an initial adverse
agency determination.

(a) Any individual whose request for
access or for a correction or amendment
which has been denied, in whole or in
part, by the General Counsel may appeal
that decision to the Staff Director of the
Commission, 1121 Vermont Avenue, NW.,
Room 800, Washington, D.C. 20425, or to
a designee of the Staff Director.

(b)' The appeal shall be in writing and
shall:

(1) Name the individual making the
appeal;

(2) Identify the record sought to be
amended or corrected;

'(3) Name the record system in which
that record is contained;

(4) Contain a short statement describ-
ing the amendment or correction sought;
and

(5) State the name of the person who
initially denied the correction or
amendment.

(c) Not later than thirty (30) working
days (excluding Saturdays, Sundays, and
legal public holidays) after the date on
which the agency received the appeal, the
Staff Director shall complete his or her
review of the appeal and make a final
decision thereon, unless, for good cause
shown, the Staff Director extends the
appeal period beyond the initial thirty
(30) day appeal period. In the event of
such an extension the Staff Director shall
promptly notify the individual making
the appeal that the period for a final
decision has been extended.

(d) After review of an appeal request,
the Staff Director will send a written
notice to the requester containing the
following information:

(1) The decision, and if the denial is
upheld, the reasons for the decision;

(2) The right of the requester to in-
stitute a civil action in a Federal District
Court for judicial review of the decision,
if the appeal is denied; and

(3) The right of the requester to file
with the Commission a concise statement
setting forth the reasons for his or her
disagreement with the Commission's de-
cision denying the request. The Commis-
sion shall make this statement available
to any person to whom the record is later
disclosed, together with a brief state-
ment, if the Commission considers it ap-
propriate, of the agency's reasons for
denying the requested correction or
amendment.

§ 706.9 Disclosure of records to a per-
son other than the individual to whom
the record pertains.

(a) Any Individual who desires to have
his or her record disclosed to or mailed
to a third person may authorize that
person to act as his or her agent for
that specific purpose. The authorization
shall be in writing, signed by the indi-
vidual, and notarized. The agent shall
also submit proof of his or her ovn
identity as provided In § 706.4.

(b) The parent of any minor Indi-
vidual or the legal guardian of any indi-
vidual who has been declared by a court
to be Incompetent, due to physical or
mental incapacity, may act on behalf of
that individual in any matter covered by
this part. A parent or guardian who de-

sires to act on behalf of such an Indi-
vidual shall present suitable evidence of
parentage or guardianship, by birth cer-
tificate, copy of a court order or similar
documents, and proof of the Individual's
identity as provfded In § 706.4.

(c) An Individual to whom a record is
to be disclosed, in persorf, pursuant to
this part may have a person of his or her
own choosing accompany the Individual
when the record Is disclosed.
§ 706.10 Fees.

If an individual requests copies of his
or her records the charge shall be three
,(3) cents per page, provided, however,
that the Commission shall not charge for
copies furnished to an individual as a
necessary part of the process of disclos-
ing the record to an Individual. Fees may
be waived or reduced in accordance with
§ 704.1(e) of the Commission's regula-
tions (45 CFRI 704) because of indigency,
where the cost is nominal, wh\ n it is in
the public Interest not to charge, or when
waiver would not constitute an unrea-
sonable expense to the Commission.
§ 706.11 Penalties.

Any person who makes a false state-
ment in connection with any request for
a record, or in any request for an amend-
ment to a record under this part, Is sub-
ject to the penalties prescribed In 18
U.S.C. 494 and 495.
§ 706.12 Special procedures: infornia.

tion furnished by other agencies.
When records or Information sought

from the Commission Include Informa-
tion furnished by other Federal agencies,
the General Counsel shall consult with
the appropriate agency prior to making a
decision to disclose or to refuse to dis-
close the record, but the decision whether
or not to disclose the record shall be made
by the General Counsel.
§ 706.13 Exemptions.

(a) Systems of records or portions of
such records are exempt under the Pri-
vacy Act of 1974, 5 U.S.C. 552a(k), In-
cluding the following:

(1) Investigatory material compiled
for law enforcement purposes, other than
material within the scope of subsection
(j) (2) of the Privacy Act: Provided,
however, That if any Individual is denied
any right, privilege, or benefit thAt he
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or she would otherwise be eligible for,
as a result of the maintenance of such
matekial, such material shall be provided
to such individual, except to the extent
that the -disclosure of such material

-would reveal the identify of a source who
furnished: information to the Govern-
ment under an express promise that the
identity of the source would be held in
confidence, or, prior to the effective date

-of this section, under an impliedpromise
that the identity of the source would be
held in confidence.

(2) Statistical personnel recordg'that
are used only to generate aggregate data
or for other evaluative or analytical pur-
poses and which are not used to make

decisions on the rights, benefits, or en-
titlements of individuals.

(3) Investigatory material maintained
solely for the purposes of determining an
individual's qualifications, eligibility, or
suitability for employment in the Federal
civilian service, Federal contracts, or ac-
cess to classified Information, but only
to the extent that disclosure of such ma-
terial would reveal the Identity of the
source who furnished information to the
Government under an express promise
that the Identity of the source would be
held in confidence, or prior to September
27, 1975, under an implied promise that
the Identity of the sourck would be held
in confidence.

(4) Testing or examination material
used solely to determine individual qual-
ifications for promotion or appointment
in the Federal service the disclosure of
which would compromise the objectivity
or fairness of the testing or examination
process.

(b) For purposes of this section, a
"confidential source" means a source who
furnished information to the Govern-
ment under an express promise that the
Identity of the source would remain con-
fidential, or, prior to September 27, 1975, -
under an implied promise that the iden-
tity of the source would be held in con-
fidence.
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U.S.. COMMISSION ON CiVIL RIGHTS
PRIVACY ACT OF 1974

Notice of Systems of Records

'The Privacy Act of 1974, Pub. L. 93-579, amended Title 5 of the
United States Code by adding a new'section, 5 U.S.C. sec. 552a, to
afford safeguards against the invasion of personal privacy. The
Privacy Act becomes effective on September,27, 1975. Agencies of
the Federal Government are required by the Act to publish each
year a notice of systems of records -they maintain.

Pursuant to the Privacy Act of 1974, the Civil Rights Commission
submits the following notices of the existence and character of
systems of records maintained by the Civil Rights Commission. In-
terested persons are invited to submit written data, views, or argu-
ments concerning the-routine use portions of the notices to the Of-
fice of General Counsel, U.S. Commission on Civil Rights, 1121
Vermont Avenue, N.W., Washington, D.C. 20425. Comments, data,
views or arguments received on or before September 26, 1975, will
be considered prior to final publication of the notices. -

August 26, 1075.

Louis Nunez,
Acting Staff Director.

Alphabetical Listing and Table of Contents to -Notices
of Systems of Records Pursuant to the Privacy Act

(1) Appeals, Grievances and Complaints (staff)
(2) Applications for Employment
(3) Complaints
(4) Commission Projects
(5) Information on Commissioners, Staff and State Advisory

Committee members
(6) Other Employee Programs: EEO, Troubled Employee, and

Upward Mobility
(7) Personnel
(8) Resource and Consultant
(9) State Advisory Committees Projects

(10) Travel, Payroll, Time and Attendance of Commissioners,
Staff, Consultants and State Advisory Committee Members

CRC-001
System name: Appeals, Grievances and Complaints (staff)

System location:
Office of Management
Personnel Office
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W., Room 507
Washington, D.C. 20425

Categories of individuals covered by the system: Applicants for
Federal employment, current and former employees, agencies and
annuitants who appeal a determination made by the Commission.

Categories of records in the system: This system of records con-
tains information or documents relating to a decision and deter-
mination made by the Commission affecting an individual. The
records consist of the initial grievance, complaint, or appeal, letters
of notices to the individual, records of hearings when condhkted,
materials placed into the record to- support the decision or, deter-
mination, affidavits or statements, testimony of witnesses, in-
vestigiitive reports, notice of decision and related correspondence,
opinion andrecommendations.

Authority for maintenance of the system:
42 U.S.C. sec. 1975d(a)
Federal Personnel Regulation (FPM) 293
Federal Personnel Regulation (FPM) 771
Federal Personnel Regulation (FMP) 752

Routine uses of records maintained in the system, including catego-
ries of users and the purposes of such uses: The records and infor-
mation in the records may be used to respond to a request from a
member of Congress regarding the status of an-appeal, complaint or
grievance; to provide information to the public on the decision-of
an appeal, complaint or grievance required by the Freedom of In-
formation Act; to respond to a court subpena and/or refer to a dis-
trict court in connection with a civil suit; to adjudicate an appeal,
complaint, or grievance; as a data source for management informa-
tion for production of summary descriptive statistics and analytical

S COMMISSION

studies in support of the function for which the records are col-
lected and maintained, or for related personnel management func.
tions or personnel resources studies; may also be utilized to
respond to general requests for statistical information (without per-
sonal identification of individuals) under the Freedom of Informa-
tion Act or to locate a specific individual-for personnel research or_
other personnel. management functions; and to provide information
or disclose to a Federal agency# in response to another agency's
request, in connection with the hiring or retention of an employee.

Policies and practices for storing, retrieving, accessing, retaining,
and disposing of records in the system: Storage-These records are
maintained in secured file folders, and index card. Retrievabili-
ty-These records are indexed by the names of the individuals on
whom they are maintained. Safeguards-Access to and use of these
records are limited to those persons whose official duties require
such access. Personnel screening is employed to prevent
unauthorized disclosure. Retention and Disfiosal-The records arc
maintained up to two years and are transferred to the National Per-
sonnel Records Center, St. Louis, Missouri, They are destroyed by
the Federal Records Center when the records are seven (7) years
old.

System manager(s) and address:
Office of Management
Personnel Officer
UTS. Commission on Civil Rights
1121 Vermont Avenue, N.W. -

Washington, D.C. 20425
NIotification procedure: Individuals who have filed appeals or

grievances are aware of that fact and have been provided a copy of
the record. They may, however, contact the:

Office of General Counsel
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W., Room 600
Washington, D.C. 20425

Record access procedures: Same as above with appeal to the Staff
Director.

Record source categories: Individual to whom the record pertains;
agency and/or Commission officials;. affidavits or statements froa
employees; -testimony of witnesses; official documents relating to
the appeal, grievance, or complaitits;,and correspondence from
specific organizations or persons.

CRC-002
System name: Applications for Employment

System location:
U.S. Commission on Civil Rights
Office of Management
Personnel Division
1121 Vermont Avenue , N.W., Room 507
Washington, D.C. 20425 Occasionally located on a temporary

basis in divisional or regional officVs'.
Categories of individuals covered by the system: Applicants seek-

ing employment with the U.S. Commission on Civil Rights.
Categories of records in the system: The system comprises S.F.

171's, personal resumes, and in many instances Civil Service Com-
mission examination scores of individuals seeking employment with
the Commission on Civil Rigfits.

Authority for maintenance of the system: 5 U.S.C. sees. 1302,
3109, 3301, 3302, 3304, 3306, 3307, 3309, 3313, 3317, 3318, 3319,
3326, 3349, 4103, 5532, 5533, 5723, and Executive Orders 1057 and
11103. 42 U.S.C. 1975d.

Routine uses of records maintained In the system, including catego.
ries of users and the purposes of such uses: Information in these
records may be used to refer applicants to the various offices of
the Commission for purposes of consideration for placement In

- positions for which the applicants hav e applied and are qualified,
The records are available to personnel specialists who review the
applicants' qualifications and consider them for appropriate agency
vacancies.

Policies and practices for storing, retrieving, accessing, retaining,
and disposing of records in the system: Storage-The records are
maintained in file folders. Retrievability-In some regional and divi-
sional offices, the records are retrieved by name. In the Personnel
Office, the records are recorded by name and grade in a log book.
They can also be retrieved, however, by grade classification,
Safeguards-Access to these records are restricted to those with
appropriate function within the agency, Retention and Disposal-,In
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divisional or regional offices, the records are retained for an in-
definite period of time. They are then forwarded to the Personnel
Office or discarded. In the Personnel Office, every year the appli-
cations are returned to the applicants for update and resubmissionif applicants are still interested in employment with the Commis-

sion.
System manager(s) and address:

Personnel Officer
Office of Management, Room 507
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Notification procedure:
General Counsel
Office of General Counsel, Room 600
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W._
Washington, D.C. 20425

Record access procedures: Address inquiries same as Notification,
with appeals to the Staff Director.

Record source categories: Information submitted by applicants
seeking employment with the Commission.

CRC-003
System name: Complaints

System location:
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425
Office of Federal Civil Rights Enforcement, Complaints

Division
Office of General Counsel
Office of Field Operations Regional Offices:
Central States Regional Office, U.S.C.C.R.
91-1 Walnut Street
Kansas City, Missouri 64106
Mid-Atlantic Regional Office, U.S.C.C.R.
2120 L Street, N.W. (Room 510)
Washington, D.C. 20037
Midwestern Regional Office, U.S.C.C.R.
230 South Dearborn Street, 32nd Floor
Chicago, Illinois 60604
Mountain States Regional Office, U.S.C.C.R.
Ross Building (Room 216)
1726 Champa Street -

Denver, Colorado 80282
Northeastern Regional Office, U.S.C.C.R.
26 Federal Plaza (Room 1639)
New York, New York 10007
Southern Regional Office. U.S.C.C.R.
Citizens Trust Bank Building.(Room 362)
75 Piedmont Avenue, N.E.
Atlanta, Georgia 30303
Southwestern Regional Office, U.S.C.C.R.
New Moore Building (Room 249)
106 Broadway
San Antonio, Texas 78205
Western Regional Office, U.S.C.C.R.
312 North Spring Street (Room 1015)
Los Angeles, California 90012

Categories of individuals covered by the'system: Records are main-
tained by the name of the person filing the complaint and by the
name of the person or organization the complaint is filed against.

Categories of-records in the system: The record contains the com-
plaint alleging a denial of equal protection based on race, color,
religion, national origin, or sex or in the Administration of Justice
and the action taken by the Commission on that complaint.

Authority for maintenance of the system: 42 U.S.C. sec.
1975c(a)(1) and (5)

Routine uses of records maintained in the system, including catego-
ries of users and the purposes of such uses: The record is-used to
assist in resolving complaints alleging denials of rights based on
race, color, religion, national origin, or sex or in the Administration
of Justice. Users of the record are the person .or persons, groups,
corporati6ns or governmental agencies against whom the complaint
is made and the Commissioners and Commission staff-dealing with
the complaint, as well as Federal or State agencies to which com-

plaints may be referred. (Subject to the requirements of 42 U.S.C.
sec. 1975a(e).)

Policies and practices for storing, retrieving, accessing, retaining,
and disposing of records In the system: Storage-Records are main-
tained on paper. Retrievablity-Records are indexed by subject
matter, name of the complaining person or persons and the name of
the persons, groups, corporations or governmental agencies against
whom the complaint is brought. Retention and Disposal-Records
are maintained in file cabinets during the course of the complaint
investigation and for a reasonable period of time afterwards until
they are retired to the National Archives.

S-stem manager(s) and address:
Director
Office of Management
U.S. Commission on Civil Rights'
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Notification procedure: '
General Counsel ,
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Record access procedures: General Counsel
Contesting record procedures:

.Staff Director
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Record source categories. Complaints are received from the
public; responses are received from those the complaint is filed
against; further information is developed by Commission staff dur-
ing the course of dealing with complaints.

CRC-004
System name: Comrission projects

System location:
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Categories of Individuals covered by the system: Members of the
public from whom the Commission has sought information; in-
dividuals active or interested in civil rights issues who have infor-
mation on project subject areas; public and private individuals with
civil rights responsibilities.

Categories of records In the system: Reports from staff field in-
vestigations; interview reports; hearing files; transcripts; letters to
and from individuals regarding civil rights; reports and publications
prepared by governmental agencies anal private groups and in-
dividuals concerning civil rights; reports from Commissioners re-
garding civil rights; communications between the Commission and
other goverumenial agencies and between the Commission and
private groups and individuals generated in the course of project in-
vestigations: Commission reports and publications.

Project files have been compiled by the following offices: Office
of General Counsel; Office of Research, Office of National Civil
Rights -Issues; Office of Staff Director, Women's Rights Program
Unit; Office of Program and Policy Review; Office of Federal Civil
Rights Evaluationz Office of Field.Operations.

'Authority for maintenance of the system: 42 U.S.C. sec. 1975c
Routine uses of records maintained In the system, including catego-

ries of users and the purposes of such uses: Records are used to
determine what projects thi Commission should initiate; records
are used as background and supporting material for the conduct of
Commission projects; records are used during Commission
hearings; records are used as background aid supporting material
in the preparation of Commission reports antl publications. Primary
users of these records are Commissioners and staff of the U.S.
Commission on Civil Rights in the conduct of projects. The 51
State Advisory Committees to the Commission make use of project--
records in carrying out their advisory functions. Records are also
available, in part, to use by the public upon request under the
Freedom of Information Act. (Subject to 42 U.S.C. sec. 1975a(e).)

Policies and-practces for storing, retrieving, accessing, -retaining,
and disposing of records In the system: Storage-Material is main-
tained in the form of typed paper copy. Retriveability-System is
indexed by project title, subject matter, and by name of person or
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organization. Retaining-Records are kept in file cabinets during
the project and for a reasonable time thereaft., and are retired to
the National Archives when the records no longer serve a continu-
ing use.

System manager(s) and address:
Director
Office of Management
U.S. Commission on Civil Rights -
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Notification procedure:
General Counsel
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Wdshington, D.C. 20425

Record access procedures: Same'as above with appeal to the Staff
Director.

Record'source categories: Members of the-public, Commissioners,
State Advisory Committee members, and Commission staff.

CRC-005
System name: Information on Commissioners, staff and State Ad-

visory Committee members, past and present.
System location:

U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425
Office of the Staff Director
Office of Information and Publication
Office of Field Operations
All Regional Offices

Categories of individuals covered bj' the system: Commissioners
who are appointed by the President and confirmed by members of
the Senate; State Advisory Committee members appointed by the
Commissioners, and information on past Commissioners and ad-
visory committee members. Limited information is kept on for/her
employees in this system; also limited information is included on
potential State Advisory Committee members.

Categories of records in the system: Contains rosters of Commis-
sioners, State Advisory Committee members and staff; biographical
information, and correspondence between the individual Commis-
sioners, Advisory Committee members and staff. Staff lists reflect
position and grade level.

Authority for maintenance of the system: 42 U.S.C. sec. 1975; and
see. 1975d(a) and (c)

Routine uses of records maintained in the system, including citego-
ries of users and the purposes of such uses: Information (names,
rosters) is maintained for distribution to the public, and for mailing
Commission materials and publications. Rosters containing names
of employees, position and grade level are used to review staffing
patterns, personnel practices, hirings and separations. Biographical
data on advisory committee members is reviewed by the Commis-

"sioners and staff in selecting, reappointing or rechartering State Ad-
visory Committees. Biographical data on the Commissioners is also
made available to the public.

Policies and practices for storing, retrieving, accessing, retaining,
and disposing of records in the system: Storage-Information is
stored in file folders. Retrievability-Information is retrieved by
subject matter, i.e., Commissioners, a named State Advisory Com-
mittee, or staff; and then by individual name.
Safeguards-Information is contained in unlocked file drawers with
access limited to staff who manage or assist in activities relating to
the categories of individuals covered. Retention and
Disposal-Information is kept in files during current tenure of
Commissioners, Advisory Committee members, and staff. Upon
resignation or change of membership files are retained for 2-3 years
and then retired to the National Archives.

System manager(s) and address:
Director
Office of Management
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W., Room 502A
Washington, D.C. 20425 For State Advisory Committee files:
Assistant Staff Director, Office of Field Operations
U.S. Commission on Civil Rights
Office of Field Operations
1121 Vermont Avenue, N.W., Room 500

Washington, D.C. 20425
Notification procedure:

General Counsel
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Record access procedures: Same as above for notification with ap.
peals to the Staff Director.

Record source categories: Individual to whom the record pertains;
personnel office and some members of the general public.

CRC--O06
System name: Other Employee Programs: Equal Employment Op-

portunity, Troubled Employee and Upward Mobility
System location:

Office of Staff Director
Director-of Equal Employment Opportunity

* U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Categories of individuals covered by the system: Equal Employ-
inent Opportunity: all employees of the Commission. Troubled Em-
ployee Program: employees with personal problems which detract
from job effectiveaess (alcoholism, drug abuse, mental stress, etc.),
Upward Mobility: clerical employees who are eligible for entry into
the program or who are participating in the program.

Categories of records in the system: Equal Employment Opportu-
nity: open and restricted investigative files pertaining to equal em-
ployment opportunity complaints and problems. Troubled Em-
ployee Program: records are confidential and contain data regarding
employees enrolled in the program, what assistance or counselling
is received, and related information. Upward Mobility: records of
enrollment in training or educational programs, class progress and
grades, as well as promotions or advancements within the Commis-
sion.

Authority for maintinance of the system: Executive Order 11478;
42 U.S.C. sec. 1975d(a) and Federal Personnel Regulations, Chapter
293, 42 U.S.C. sec. 2000e

Routine uses of records maintained in the system, including catego-
ries of users and the-purposes of such uses: Equal Employment Op-
portunity: Used by Equal Employment Opportunity director, coun-
sellors, investigators and other agency officials where appropriate
tb resolve discrimination complaints. After disposition is made of
the case, files are reviewed by the Office of General Counsel and
where appeals are taken, files are Txeviewed by hearing officers and
Civil Service Board of Appeals and'Review. Where court actions
are filed, records are reviewed by the courts and attorneys for the

-parties.
Equal Employment Opportunity records are used to meet Civil

Service Commission and Federal employment reporting require-
ments.

Troubled Employee Program files are used by the Equal Employ-
ment Opportunity director and supervisory or management person-
nel in determining the prognosis, need for counselling, or other ac-
tion in individual cases.

Upward Mobility files are used to counsel employees and super.
visors; to monitor the effectiveness of the program, the training
received, on-the-job experience and overall progress of the partici-
pants. Records in the Equal Employment Opportunity and Upward
Mobility Programs are used to assist the agency in developing its
Affirmative Action program.

Policies and practices fr storing, retrieving, accessing, retalin
and disposing of records in the system: Records are maintained fi
the Office of the Director, Equal Employment Opportunity with ac-
cess limited to the staff of that office. Investigative files (Equal
Employment Opportunity) are retained in secured file cabinets,
Troubled Employee files are maintained in locked file cabinets and
are unavailable to agency staff (except the Equal Employment Op-
portunity Director) in their entirety, however extractions are made
as necessary for management decisions.

Upward Mobility fifes are maintained in the same office, The
Equal Employment Opportunity director and the Federal Women's
Program Coordinator are the primary users of these records with
extracts made available to Personnel, supervisors or others within
management. Upon'completion of thd program some of this data
may be placed in the Official Personnel Folder.

System manager(s) and address:
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Director of Equal Employment Opportunity
Office of Staff Direitor'
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

-_Notification procedure:
General Counsel
U.S.'Commission on Civil'Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Record access procedures: Same as aboye with appeals to the
Staff Director.

Record source categories: The employee in the program, super-
visors, management and co-workers. Educational institutions,
trainers, medical officials and- other third parties dealing' with
covered employees.

CRC-007 /

System name: Personnel Records
System location:

U.S. Commission on Civil Rights
Office of Management
Personnel Division
1121 Vermont Avenue, N.W., Room 507
Washington, D.C. 20425
Office of the Staff Director
Office of Management
Office of Information and Publications
Office of General Counsel
Office of Program and Policy Review
Office of Field Operations
Office of Research
Office of Federal Civil Rights Evaluation
Office of National Civil Rights Issues
All Regional Offices

Categories of individuals covered by the system: Current Commis-
sion employees and those formerly employed by the Commission.

Categories of records in the system: This system consists of a
variety of records relating to personnel actions and determinations
made about an individual while employed at the Commission. These
records contain information about an individual relating to his birth
date; Social Security Number; veterans preference; tenure; han-
dicap; past and present salaries, grades, and position titles; letters
of communication, reprimand, charges, and decisions on charges;
notice of reduction-in-force; locator files; personnel actions, includ-
ing but not limited to, appointment, reassignment, demotion, detail,
promotion, transfer, and separation; training; minority group
designator; records relating to life insurance, health benefits, and
designation of beneficiary; training;, performance ratings, data
documenting the reasons for personnel actions or decisions made
about an individual; awards; and other information relating to the
status of the individual.

Authority for maintenance of the system: 42 U.S.C. sec. 1975d(a);
and Federal Personnel Regulations, Chapter 293

Routine uses of records maintained in the system, including catego-
ries of users and the purposes of such uses: Information in these
records is used or a record may be used by agency officials for
purposes of review in connection with appointments, transfers,

-promotions, reassignments, adverse actions, disciplinary actions,
and determination of qualifications of an individual. Records are
used to provide information to a prospective employer of a Com-
mission employee or former employee.

These records are used in accordance with Civil Service Commis-
sion-notices of Systems of Personnel Records including as a data
source-for management information for production of summary
descriptive statistics and analytical studies in support of the func-
tion for which-the records are collected and maintained, or for re-
lated personnel management functions or manpower studies; may
also be utilized to respond to general reouests for statistical infor-
mation (without personal identification of individuals) under the
Freedom of Information Act or to locate specific individuals for
personnel research or other personnel management functions.

Policies and practices for storing, retrieving, accessing, retaining,
and disposing of records in the ystem: Storage-Records arc main-
tained in file folders, in file cabinets with access limited to those
persons whose official duties require access. Personnel screening is
employed to prevent unauthorized disclosure. Retention and

Disposal-The Official Personnel Folder (OPF) is retained in-
definitely. The OPF is sent to the National Personnel Records
Center within 30 days of the date of the employee's separation
from the Federal service. Some records such as letters of repri-
mand. indebtedness, and vouchers are maintained for two years or
destroyed when an individual resigns, transfers, or is separated
from the Federal service.

System manager(s) and address:
Office of Management
Personnel Officer
1121 Vermont Avenue. N.W., Room 507
Washington, D.C. 20425

Notification procedure: .
General Counsel
U.S. Commission on Civil Rights
1121 Vermont Avenue. NAV.
Washington, D.C. 20425 -

Record access procedures: Same as above with appeals to the
Staff Director. Former Federal employees who wish to contest
their records should direct such a request in-writing to:

Director
Bureau of Manpower Information Systems
U.S. Civil Service Commission
1900 E Street, N.W.
Washington, D.C. 20415

Record source categories: Information in this system of records
either comes from the individual to whom it applies or is derived
from information he/she supplied, except information provided by
agency officials,

CRC--08
System name: Resource and Consultant

System location:
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington. D.C. 20425
Office of Staff Director. Room 800
Women's Rights Program Unit. Room 503
Office of General Counsel, Room 600
Office of Information and Publications, Room 700 All Regional

Offices:
Central States Regional Office, U.S.C.C.R.
911 Walnut Street
Kansas City, Missouri 64106
Mid-Atlantic Regional Office. U.S.C.C.R.
2120 L Street, N.W., Room 510
Washington. D.C. 20037
Midwestem Regional Office, U.S.C.C.R.
230 South Dearborn Street, 32nd Floor
Chicago. Illinois 60604
Mountain States Regionad Office, U.S.C.C.R.
Ross Building, Room 216
1726 Champa Street
Denver. Colorado 80282
Northeastern Regional Office, U.S.C.C.R.
26 Federal Plaza, Room 1639
New York. New York 10007 -

Southern Regional Office. U.S.C.C.R.
Citizens Trust Bank Building, Room 362
75 Piedmont Avenue. N.E.
Atlanta, Georgia 30303
Southwestern Regional Office. U.S.C.C.R.
New Moore Building, Room 249
106 Broadway
San Antonio, Texas 78205
Western Regional Office, U.S.C.C.R.
312 North Spring Street, Room 1015
Los Angeles. California 90012

Categories of Individuals covered by the system: Individuals with
expertise and experience in civil rights matters; consultants, con-
ference participants, appointees to Federal employment, boards of
directors, state advisory committees, and other organizations.

Categories of records in the system: This system contains
resumes, biographical sketches, mailing lists, rosters, sone some,
employment data and interview reports, newspaper clippings,
magazine articles, and miscellaneous information about individuals.

Authority for maintenance-of the s-stem: 42 U.S.C. sec. 1975d(a)
and (c), and sec. 1975c(al(4)
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Routine uses of records maintained in the system, including catego-
ries of users and the purposes of such uses: Information is referred
to other Commission offices upon request for use in recruitment of
employees, for use in obtaining information on persons interested
in serving on advisory committees, or providing potential resource
or consultant assistance to the agency. Data is shared with non-
agency requesters where individuals have consented or data is of a
public nature. Mailing lists and rosters are used for correspondence
between the Commissioners, staff, advisory committees and mem-
bers of the public; also for dissemination of information where ap-
propriate.

Policies and practices for storing, retrieving, accessing; retaining,
and disposing of records in the system: Records are on paper in file
folders. Most data are stored strictly by project and subject title.
Project directors and division heads are primary personnel using
the system. Women's Rights Program Unit: Resumes are filed by
name in the Unit's locked file cabinets; access is available to Unit
staff and, on occasion, to other Comission supervisory staff and
hiring officials. Office of General Counsel and Office.of Informa-
tion-and Publication: Data is stored in file cabinets with limited ac-
cess. These records are kept for an indefinite period of time within
the agency and subsequently retired to the National Archives-when
the project file is inactive.

System manager(s) and address:
Director
Office of Management
U.S. Commission on Civil Rights, Room 502A
1121 Vermont Avefiue, N.W._
Washington, D.C.-20425

Notification procedure:
Office of General Counsel, Room 600
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Record access procedures: Same as above with.appeal to the Staff
Director.
Record source categories: Biographical information and

background information is obtained from the individual; resumes
and S.F. 17 I's are also obtained from the individual. Other informa-
tion is obtained from newspapers, magazines, and public sources.

CRC-009
System name: State Advisory Committee Project Files

System location:
Office of Field Operations
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425 Regional Offices:
Central States Regional Office, U.S.C.C.R.
911 Walnut Street
Kansas City, Missouri 64106
Mid-Atlantic Regional Office, U.S.C.C.R.
2120 L Street,14 .W., Room 510
Washington, D.C. 20037
Midwestern Regional Office, U.S.C.C.R.
230 South Dearborn Street, 32nd Floor
Chicago, Illinois 60604
Mountain States Regional Office, U.S.C.C.R.
Ross Building, Room 216
1726 Champa Street -
Denvei, Colorado 80282
Northeastern Regional Office, U.S.C.C.R.
26 Federal Plaza, Room 1639
New York, New York 10007,
Southern Regional Office, U.S.C.C.R.
Citizens Trust Bank Building, Room 362
75 Piedmont Avenue, N.E.
Atlanta, Georgia 30303
Southwestern Regional Office, U.S.C.C.R.
New Moore Building, Room 249
106 Broadway
,San Afitonio, Texas 78205
Western Regional Office, U.S.C.C.R.
312 North Spring Street, Room 1015
Los Angeles, California 90012

Categories of individuals covered by the system: Members of the
public from whom staff or advisory committee members seek infor-
mation in connection with a project or their advisory function; in-

dividuals active or interested in civil rights issues in their States
and local communities; public and private individuals with civil
rights responsibilities.

Categories of records in the system: Reports from staff field in-
vestigations; interview reports; informal hearings or open mectings
files; transcripts; letters to -and from individuals regarding civil
rights, reports and publications prepared by governmental agencies
and private groups and individuals concerning civil rights; reports
from State Advisory Committee members concerning civil rights;
communications between the StatZ Advisory Committees and State,
local and Federal governmental agencies and between the State Ad.
visory Committees and private individuals and groups generated
during the course of State Advisory Committee project investiga.
tions; Commission reports and investigations. (Subject to the
requirpments of 42 U.S.C. sec. 1975a(e).)

Project files by the 51 State Advisory Committees have been
compiled by the Office of Field Operations in Washington, D.C.
and in the following regional offices:

Central States Regional Office: Iowa; Kansas; Missouri;
Nebraska.

Mid-Atlantic Regional Office: Delaware; District of Columbia;
Maryland; Pennsylvania; Virginia; West Virginia.

Midwestern Regional Office: Illinois; Indiana; Michigan; Min.
nesota; Ohio: Wisconsin.

Mountain States Regional Office: Arizona; Colorado- Montana;
North Dakota; South Dakota; Utah; Wyoming.

Northeastern Regional Office: Connecticut; Maine; Mas-
sachusetts; New Hampshire; New Jersey; New York; Rhode
Island; Vermont.
. Southern Regional Office: Alabama; Florida; Georgia; Kentucky;
Mississippi; North Carolina; South Carolina; Tennessee,

Southwestern Regional 'Office: Arkansas; Louisiana; Oklahoma;
Texas; New Mexico.

Western Regional Office: Alaska; California; Hawaii; Idaho;
Nevada; Oregon; Washington.

Authority for maintenance of the system: 42 U.S.C. sec. 1975d(c)
Routine uses of records maintained in the system, Including catego.

ries of users and the purposes of such uses: Records arc used to
determine what projects State Advisory Committees should initiate
and as background and supporting material for the conduct of State
Advisory Committee projects; records are used by State Advisory
Comrnittees as background and supporting material for the prepara-
tion of State Advisory Committee reports and recomnendations to
the U.S. Commission on Civil -Rights. Primary users of these
records are State Advisory Committee members and Commission
staff assisting State Advisory Committees in the conduct of pro.
jects. State Advisory Committee records are available, in part, to
the public upon request under the Freedom of Information Act,
(Subject to 42 U.S.C. sec. 1975a(e).)

Policies and practices for storing, retrieving, accessing, retaining,
and disposing of records in the system: Storage-records are stored
on paper. Retrievability-records are indexed by project title, sub-
ject matter and within these categories by name of individuals and
organization. Retention-records are maintained by the Office of
Field Operations in the headquarters office in Washington, D.C,
and in the regional offices.

System manager(s) and address:
Assistant Staff Director
Office of Field Operations
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Notification procedure:
General Counsel
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Record access procedres: Same as above with appeal to the Staff
Director.

Record source categories: Members of the public, State Advisory
Committee members, Commissioners and Commission staff.

CRC-010
System-name: Travel, payroll, time and attendance of Commis-

sioners, staff, consultants, and State Advisory Committee
members.

System location:
Office of Management
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U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W., Room 502
Washington, D.C. 20425 All divisional offices All regional

offices
Categories of individuals covered by the system: Commissioners.

staff, consultants, and State Advisory Committee members.
Categories of records in the system: Records consist of manual

files containing payroll related information for staff and con-
sultants. Payroll and time and attendance records and information
includes many records or information also-maintained in the Offi-
cial Personnel Folder and related files maintained in accordance
with Civil Service Commission regulations and of which notice has
been given by the Civil Service Commission in its notice of govern-
ment-wide systems of personnel records. Payroll and related infor-
mation consists of various forms which discloses on a biweekly,
year-to-date, and in some cases, an annual basis, payroll and leave
data for staff and consultants relating to rate and amount of pay,
leave, and hours worked, and leave balances; tax and retirement
deductions; life insurance and health insurance deductions-savings
allotments, savings bond and charity deductions.

-or all categories of individuals covered, records include mailing
addresses and home addresses, travel requests and travel vouchers
where appropriate, statements of per diem and expense allowances.

Official travel records for the Commission are maintained by the
General Services Administration.

Authority for maintenance of the system: 42 U.S.C. 1975d(a),
Federal Personnel Manual and Treasury Fiscal Requirements
Manual.

Routine uses of records maintained in the system, including catego-
ries of users and the purposes of such uses: Relevant records in this
system are referred to the General Services Administration for
preparation of payroll; to meet government payroll recordkeeping

OM IUSSION 40791

and reporting requirements; and for retrieving and supplying payroll -
and leave information as required for agency needs. Travel records
or vouchers mny be used for purposes of providing reimbursements
to covered individuals for travel expenses and/or record ofof offi-
cial travel. Relevant records in this system may be referred as a
routine use, to the Department of Justice or other appropriate
Federal agency for investigating or prosecuting any violation of any
Federal law or requirement thereunder.

Policies and practices for storing, retrieving, accessing, retaining,
and disposing of records in the system: Storage-Maintained in in-
dividual folders for each category of individuals covered. Retrieva-
bility-Files are maintained in alphabetical order by category and
by name. Safeguards-Maintained in areas to which access is con-
trolled by or restricted to Commission management personnel. Re-
tention and Disposal-In accordance with General Services Ad-
ministration requirements for financiall pay7ollltravel related
records.

System manager(s) and address:
Director
Office of Management
U.S. Commission on Civil Rights
1121 Vermont Avenue, N.W.
Washington, D.C. 20425

Notification procedure:
Office of General Counsel
U.S. Commission on Civil Rights
1121 Vermont Avenue. N.W.
Washington, D.C. 20425

Record access procedures: Same as above with appeal to the Staff
Director.

Record source categories: Provided by Civil Rights Commission
employees and all categories of individuals covered.

[FR Doc.75-23064FIIed 9-2-75;8:45 am]
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ENVIRONMENTAL PROTECTION
AGENCY

[40 CFR Part 16]
IFRL 424-1]

IMPLEMENTATION OF PRIVACY ACT OF
1974

Proposed Rulemaking
Notice is hereby given that the En-

vironmental Protection Agency (EPA)
proposes to amend Chapter I of Title 40
of the Code of Federal Regulations by
adding a new'Part 16 to implement pro-
Visions of the Privacy Act of 1974, 5
U.S.C. 552a (Pub. L. 93-579, 88 Stat.
1896). Interested persons may partici-
pate in the proposed rulemaking by sub-
mitting written data, viewq, or argu-
ments pertaining to these proposed rules.
Comments on the proposed rules received
by the Agency on or before September 17,
1975, will be considered before taking
final action on the proposed rules. Neces-
sity-for considering comments and final-
izing the rules by September 27, 1975,
furnishes good cause for an abbreviated
comment period. Such comments should
be addressed to Director,-Management
and Organization Division, PM-213, En-
vironmental Protection Agency, Wash-
ington, D.C. 20460. Copies of all written
comments will be available for examina-
tion by interested persons between 8 a.m.
and 4:30 p.m. Mondays through Fridays
(except holidays) at Public Information
Reference Unit, Room 2922 (EPA Li-
brary), 401 M Street, SW., Washington,
D.C. 20460.These proposed regulations establish
procedures to be followed-by individuals
who request information about records
pertaining to themselves and access to or
amendments of records 'vhich are con-
tained In systems of records maintained
by EPA. •

In consideration of the foregoing, -t
is proposed to amend Chapter I of Title
40, Code of Federal-Regulations, by add-'
ing a new Part 16 as follows: -

PART 16--IMPLEMENTATION OF
PRIVACY ACT OF 1974

Sec.
16.1 Purpose and scope.
16.2. Definitions.
16.3 Procedures for requests pertaining to

individual records in a record sys-
tem.

16.4 Times, places, and requirements for
identification of individuals making
requests.

16.5 Disclosure of requested information to
individuals.

16.6 Special procedures: Medical records.
16.7 Request for correction or amendment

of record.
16.8 Initial determination on request for

correction or amendment of record.
16.9 Appeal of initial adverse agency de-

termination on request for correc-
tion or amendment.

16.10 Disclogure of record to person other
than the individual to whom it per-
tains.

16.11 Fees.
16.12 Penalties.
16.13 [Reserved.]
16.14 Specific exemptions.

A noarry: 5 U.S.C. 552a.

§ 16.1 Purpose and scope.
(a) This part sets forth the Environ-

mental Protection Agency procedures
under the Privacy Act of 1974 as re-
quired by 5 U.S.C. 552a(f).

(b) These procedures describe how an
individual may request notification of
whether EPA maintains a record per-
taining to him or her in any of its sys-
tems of records, request access to the rec-
ord or to an accounting of its disclosure
request that the recor.d be amended or
corrected, and appeal an initial adverse
determination concerning any such re-
quest.

(c) These procedures apply only to re-
quests by individuals and only to rec-
ords maintained by EPA.excluding those
systems specifically-exempt under §§ 16.
13 and 16.14 and those determined as
government-wide and published by the
Civil Service Commission in'5 CFR Parts
293 and 297.

§ 16.2 Definitions.
As used in this Part:
(a) The terms "individual," "main-

tain," "record," "system of records,"
and "routine use" shall have the meaning
given them by 5 U.S.C. 552a (a) (2), (a)
(3), (a) (4), (a) (5) and (a) (7), respec-
tively.

(b) "EPA" means the Environmental
Protection Agency.

(c) "Working days" means calendar
days excluding Saturdays, Sundays, and
legal public holidays. °

§ 16.3 Procedures for requests pertain-
ing to individual records in- a record
system.

Any individual who wishes to have
EPA inform him or her whether a system
of records maintained by EPA contains
any record pertaining to him or her
which is retrieved by fiame or personal
identifier, or who wishes to request ac-
cess to. any such record, shall submit a
written request in accordance with the
instructions set forth in EPA's annual
notice of systems for that system of rec-
ords. This request shall include:
. (a) The name of the individual mak-

ing the request;
(b) The name of the system of records

(as set forth in the EPA notice of sys-
tems)- to which the request relates;

(c) Any other information which the
system notice indicates should be in-
cluded; and
-, (d) If the request is for access, a state-
ment as to whether a personal inspection
or a copy by'mail is desired.

§ 16.4 Times, places, and requirements
for identification of individuals mak-
-ing requests.

(a) If an individual submitting a re-
quest for access under § 16.3 has asked
that EPA authorize a personal inspection
of records, and EPA has granted the re-
quest, he or she may pregent himself or
herself at the time and place specified
in EPA's response or arrange another
time with the appropriate agency official.

(b) Prior to inspection of records, an
individual shall present sufficient iden-
tification (e.g., driver's license, employee

identification card, social security card,
credit card) to establish that he or she is
the individual to whom the records per-
tain. An individual who is unable to pro-
vide such Identification shall complete
and sign, in the presence of an agency
official, a statement declaring his or her
identity and stipulating that he or she
understands It Is a misdemeanor pun-
ishable by fine up to $5,000 to knowingly
and willfully seek or obtain access to
records about another individual under
false pretenses.

(c) If an individual, having requested
personal inspection of his or her records,
wishes to have another person accom-
pany him or her during inspection, he or
she shall submit a written statement au-
thorizing disclosure in the presence of the
other person(s).

(d) An individual who has made a per-
sonal Inspection of records may then re-
quest copies of those records. Such re-
quests may be granted, but fees may be
charged in accordance with § 16.11.

(e) If an, Individual submitting a re-
quest under § 16.3 wishes to have copies
furnished by mail, he or she must in-
clude with the request sufficient data to
allow EPA to verify his or her Identity.
Should sensitivity of the records warrant
it, EPA may require a requester to submit
a signed and notarized statement Indicat-
ing that he or she Is the individual to
whom the records pertain and that he or
she understands It is a misdemeanor pun-
ishable by fine up to $5,000 to knowingly
and willfully seek or obtain access to rec-
ords about another Individual under false
pretenses. Such mail requests may be
granted, but fees may be charged in ac-
cordance with § 16.11.

(f) No verification of identity will be
required where the records sought are
publicly available under the Freedom of
Information Act, as EPA procedures
under 40 CPR Part 2 will then apply,
§ 16.5 Disclosure of requested infornm-

tion to individuals.
(a) Each request received will be acted

upon promptly.
(b) Within 10 working days of receipt

of a request, the system manager shall
acknowledge the request. Whenever prac-
ticable, -the acknowledgment will indi-
cate whether or not access will be granted
and, if so, when and where. When access
is to be granted, It shall be provided
within 30 working days of first receipt.
If the agency is unable to meet this dead-
line, the records system manager shall so
inform the requester stating reasons for
the delay and an estimate of when access
will be granted.

(c) If a request pursuant to § 10.3 for
access to a record is in a system of rec-
ords which Is exempted, the records sys-
tem manager will determine whether the
information will nonetheless be made
.available. If the determination is to deny
abcess, the reason for denial and the ap-
peal procedure will be given to the re-
quester.-

(d) Any person whose request is ini-
tially denied may appeal that denial to
the-Privacy Act Officer, who shall make
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an appeal determination within 10 work-
ing days.

(e) If the appeal under paragraph (d)
of this section is denied, the requester
may bring a civil action under 5 U.S.C.
552a(g) to seek review of the denial.

§ 16.6 Special procedures: medical rec-
ords.

Should EPA receive a request for ac-
cess to medical records (including psy-
chological records) disclosure of which
the system manager determines would
be harmful to the individual to whom
they relate, EPA may reftise to disclose
the records directly to the individual and
instead offer to transmit them to a phy-
sician designated by the individual.

§ 16.7 Request for correction or amend-
ment of record.

(a) An individual may request correc-
tion or amendment of any record per-
taining to him or her in a system of rec-
ords maintained by EPA by submitting
to the system manager, in writing, the
following:

() The name of the individual mak-
ing the request;

(2) The name bf the system, as de-
.scribed in the notice of systems;

(3) A description of the nature and
substance of the correction or amend-
ment request; and

(4) Any additional information speci-
fied in the system notice.

(b) Any person submitting a request
under this section shall include sufficient
information in support of that request
to allow EPA to apply the standards set
forth in 5 U.S.C. 552a (e) (1) and (e) (5).

(c) Any person whose request is denied
may appeal that denial to the Privacy
Act Officgrt

(d) In the event that appeal is denied,
the requester may bring a civil action to
seek review of the denial, under 5 U.S.C.
552a(g).
§ 16.8 Initial determination on request

for correction or amendment of rec-
ord.

(a) Within 10 working days of receipt
of a request for amendment or correc-
tion, the system manager shall acknowl-
edge the request, and promptly either:

(1) Make any correction, deletion, or
addition which the requester believes
should be made; or

(2) Inform the requester of his or her
refusal to correct or amend the record,
the reason for refusal, and the proce-
dures for appeal.

(b)-Tf the system manager is unable to
comply with the preceding paragraphs
within 30 working days of hi. or her re-
ceipt of a request, he or she will inform
the requester of that fact, the reasons,
and an estimate of when a determination
will be reached.

(c) In conductihg the review of the re-
quest, the system manager will be guided
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by the requirements of 5 U.S.C. 552a
(e) (1) and (e) (5).

(d) If the system manager determines
to grant all or any portion of the re-
questrhe or she will:

(1) Advise the individual of that de-
termination;

(2) Make the correction or amend-
ment; and

(3) So inform any person or agency
outside EPA to whom the record has been
disclosed, and, where an accounting of
that disclosure is maintained In accord-
ance with 5 U.S.C. 552a(c), note the oc-
currence and substance of the correction
or amendment n the accounting.

(e) If the system manager determines
not to grant all or any portion of a re-
quest for correction or amendment, he
or she will:

(1) Comply with paragraph (d) (3) of
this section (if necessary) ;

(2) Advise the individual of the de-
t&mination and its basis;

(3) Inform the individual that an ap-
peal may be made; and

(4) Describe the procedures for mak-
ing the appeal.

(f) If EPA receives from another Fed-
eral agency a notice of correction or
amendment of information furnished by
that agency and contained in one of
EPA's systems of records, the system
manager shall advise the ndividuarand
make the correction as if EPA had orig-
inally made the correction or amend-
ment.

§ 16.9 Appeal of initial adverse agency
determination on request for correc-
tion or anicndnient.

(a) Any individual whose request for
correction or amendment is Initially de-
nied by EPA and who wishes to appeal
may do so by letter to the Privacy Act
Officer. The appeal shall contain a de-
scription of the initial request sufficient
to identify It.

(b) The Privacy Act Officer shall make
a final determination not later than 30
working days from the date on which
the individual requests the review, un-
less, for good cause shown, the Privacy

-Act Officer extends the 30-day period and
notifies the requester. Such extension
will be utilized only In exceptional cir-
cumstances.

(c) In conducting the review of an
appeal, the Privacy Act Officer will be
guided by the requirements of 5 U.S.C.
552a (e) (1) and (e) (5).

(d) If the Privacy Act Officer deter-
mines to grant all or any portion of an
appeal he or she shall so Inform the
requester and EPA shall make the cor-
rection or amendment and comply with
§ 16.8(d) (3).

(e) If the Privacy Act Officer 4eter- -
mines not to grant all or any portion of
an appeal he or she shall inform, the
requester:
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(1) Of the determination and its.
basis;

(2) Of the requester's right to file a
concise statement of reasons for dis-
agreeing with EPA's decision;

(3) Of the procedures for filing such
statement of disagreement;

(4) That such statements of disagree-
ments will be made available in sub-
sequent disclosures of the record, to-
gether with an agency statement (if
deemed appropriate) summarizing its
refusal;

(5) That prior recipients of the dis-
puted record will be provided with state-
meats as in paragraph (e) (4) of this
section, to the extent that an account-
ing of disclosures is maintained under 5
U.S.C. 552a Cc) ; and

(6) Of the requester's right to seek
judicial review under 5 U.S.C. 552aCg)-

§ 16.10 Disclosure of record to person
other than the individual to whom it
pertains.

EPA shall not disclose any record
which is contained In a system of records
It maintains except pursuant to a writ-
ten request by, or with the written con-
sent of, the Individual to whom the rec-
ord pertains, unless the disclosure is au-
thorized by one or more of the provisions
of 5 U.S.C. 552a(b).
§ 16.11 Fees.

No fees shall be charged for providing
the first copy of a record or any portion
to an individual to whom the record per-
tains. The fee schedule for reproducing
other records is the same as that set forth
In 40 CFR § 2.120.
§ 16.12 Penalties.

The Act provides, in pertinent part:
"Any person who knowingly and will-

fully requests or obtains any record con-
cerning an individual from an agency
under false pretenses shall be guilty of
a misdemeanor and fined not more than
$5,000." (5 U.S.C. 552a(i) (3).)
§ 16.13 [Reserved]
§ 16.14 Specific exemptions.

Pursuant to 5 U.S.C. 552a(k) (2), in-
vestJgatory material compiled for law
enforcement purposes in the following
systems of records s exempt from sub-
s-ections (c)(3), (d), (e)(1), (e)(4) (G),
(H) and (1), and (f) of 5 U.S.C. 552a
and from the provisions of this Part.
except as otherwise provideoI in 552a
(k) (2).

(Reserved for list of exempt systems to
be later Identified.)

Dated: August 27,1975.
- RUSSEM E. TzmN,

Administrator,
Environmental Protection Agency.

IFR Doc.'75-23199 Filed 8-23-'15;10:eo am]
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NATIONAL SECURITY COUNCIL
[ 32 CFR Part 2102 ]

P3RIVACY ACT OF 1974
Proposed Rulemaking

AUGUST 27, 1975.
Notice is hereby given that the Na-

tional Security Council proposes to
amend Title 32, Chapter XXMI Code of
Federal Regulations by adding a new
Part *2102 to implement the provisions
of the Privacy Act of 1974, 5 U.S.C. 552a
(f), Pub. L. 93-579.

Interested persons are invited to sub-
mit -written comments, suggestions or
objections regarding these proposed
rules to tlie Staff Secretary, National
Security Council, Washington,- D.C.
20506. All relevant material received
before September 15, 1975 will be con-
sidered by the NSC in formulating its
final regulations.

JEANNE W. DAvIs,
Staff Secretary.

Notice is hereby-given that it is pro-
posed to make the final regulations ef-
fective September 27, 1975, the effective
date of section 3, Pub. L. 93-579.

These regulations are -the exclusive
means by which individuals may request
personally identifiable records and in-
formation from the National Security
Council.

Title 32, Chapter XII, Code of Fed-
-eral Regulations is proposed to be
amended by establishing a new Part
2102, as follows:

PART 2102-PRIVACY ACT
I REGULATIONS

Sec.
2102.1 Introduction.
2102.2 Purpose and scope.
2102.3 Definitions.
2102.11 Procedures for determining if an

individual is the subject of a rec -

ord.
2102.13 Requirements for requesting 'access

toa record.
2102.15 Requirements for requests to

amend records.
2102.21 Procedures for appeal of determina-

tion to deny access to or amend-
ment of requested. records.

2102.31 Disclosure of record to persons other
than the individual to whom It
pertains.

2102.41 Fees.
2102.51 Penalties.
2102.61 ,Exemptions.

§ 2102.1 Introduction.
Insofar as the Privacy Act of 1974 (5

U.S.C. 552a) applies to the National ge-
curity Council (hereafter NSC), it pro-
vides the American public with expanded
opportunities to gain access to records
maintained by the NSC Staff which may
pertain to them as individuals.

The NSC Staff, in addition to perform-
ing the functions prescribed in the Na-
tional Security Act of 1947, as amended
(50 U.S.C. 401), also serves as the sup-
porting staff to the President in the con-
duct of foreign affairs. In doing so the
NSC Staff is acting not as an agency but

'as an extension of the White House Of-
fice. In that the White House Office is not

considered an agency for the purposes
of this Act, the materials which are used
by NSC Staff personnel in their role as
supporting staff to the President are not
subject to the provisions of the Privacy
Act of 1974. A description of these White
House Office files is, nevertheless, ap-
pended to the NSC notices of systems of
files and will be published annually in
the FEDERAL REGISTER.

In general, Records in NSC files per-:
tain to individual members of the public
only if these individuals have been (1)
employed by the NSC, (2) have corre-
*ponded on a foreign policy matter with
a member of the NSC or its staff, or (3)
have, as a U.S. Government official, par-
ticipated in an NSC meeting or in the
preparation of foreign policy-related
documents for the NSC.
§ 2102.2 Purpose and scope.

The folfowing regulations set forth
procedures whereby'individuals may seek
and gain access to records concerning
themselves and will guide the NSC Staff
response, to requests under the Privacy
Act. In addition, they. outline the re-
quirements applicable to the personnel
nmaintaining NSC systems of records.

(a) These regulations, published pur-
suant to the Privacy Act of 1974, Pub. L.
93-579, section 552a (f) and (k), 5 U.S.C.
(hereinafter the Act), advise of pro-
cedures whereby an individual can:

(1) Request notification of whether the
NSC Staff maintains or has disclosed a
record pertaining to him or her ih any
non-exempt system of records,

(2) Request a copy of such record or
an accounting of that disclosure,

(3) Request an amendment to a rec-
ord; and-

(4) Appeal any initial adverse deter-
mination of any request under the Act.

(b) These regulations also specify
those systems of records which the NSC
has determined to be exempt from cer-
tain provisions of the Act and thus not
subject to procedures established by this
regulation.
§ 2102.3 Definitions.

As used in these regulations:
(a) Individual: A citizen of the United

States or an alien lawfully admitted for
permanent residence.

(b) Maintain: includes maintain, col-
lect, use or disseminate. Under the Act
it is also used to connote control over,
and, therefore, responsibility for, systems
of records in support of the NSC statu-
tory function (50 U.S.C. 401, et seq.).

(c) Systems of Records: a grouping of
any records maintained by the NSC from
which information' is retrieved by the
name of the individual'or by some other
identifying particular assigned to the
individual.
(d) Determination: any decision made

by the NSC or designated official thereof
which affects the individual's rights, op-
portunities, benefits, etc. and which is
based in whole or in part on information
contained in that individual's record.

(e) Routine Use: with respect to the
disclosure of a record, the use of such a
record in a manner which is compatible

-with the purpose for which it was
collected.

(f) Disclosure: the granting of aqcess
or transfer of a record by any means.

§ 2102.4 Procedures for dctcrmining if
an individual is the subject of a
record.

(a) Individuals desiring to determine
if they are the subject of a record or
system of records maintained by the NSC
Staff should address their Inquiries,
marking them plainly as a Privacy Act
Request, to:
Staff Secretary, National Security Council,

Room 374, Old Executive Office Building,
Washington, D.C. 20506.

(b) All requests must be made in writ-
ing and should contain:

(1) A specific reference to the system
of records maintained by the NSC as
listed in the NSC Notices of Systems and
Records (copies available upon request);
or

(2) A description of the record or sys-
tems of records in sufficient detail to al-
low the NSC to determine whether the
record does, in fact, exist in an NSC sys-
ter-of records.

(c) All requests must coxitain the
printed or typewritten name of the indi-
vidual to whom the record pertains, the
signature of the individual making the
request, and the address to which the
reply should be sent. In instances when
the identification is insufficient to in-
sure disclosure to the individual to whom
the information pertains in view of the
sensitivity of the information, NSC re-
serves the right to solicit from the re-
quester additional identifying Infor-
mation.

(d) Responses to all requests under
the Act will be made by the Staff Secre-
tary, or by another designated member
of the NSC Staff authorized to act in the
name of the Staff Secretary in respond-
ing to a request under this Act. Every
effort will be made to inform the re-
quester if he or she is the subject of a
specific record or system of records
within ten working days (excluding
Saturdays, Sundays and legal Federal
Holidays) of receipt of the request. Such
a .response will also contain the proce-
dures to be followed in order to gain
access to any record which may exist
and a copy of the most recent NSC no-
tice, as published in the FEDERnAL REGIS-
TER, on the system of records in which
the record is contained.

(e) Whenever it is not possible to re-
spond in the time period specified above,
the NSC Staff Secretary or a designated
alternate will, within ten working days
(excluding Saturdays, Sundays and
legal Federal Holidays), Inform the re-
quester of the reasons for the delay (e,.,
insufficient requester information, diffi-
culties In record location, etc.), steps
that need to be taken in order to expe-
dite the request, and the date by which
a response is anticipated.
§ 2102.13 Requirements for access to a

record.

(a) Individuals requesting access to a
recorl or system or records in which
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there is information concerning them
must address a request in writing to the
Staff Secretary of the NSC (see Section
1. above). Due to restricted access to
NSC offices in the Old Executive Office
Building where the files are located, re-
quests cannot be made in person.

(b) All written requests should con-
tain a concise description of the records
to which access is requested. In addition,
the requester should include any other
information which he or she feels would
assist in the timely identification of the
record. Verification of the requester's
identity will be determined under the
same procedures used in requests for
learning of the existence of a record.

(c) To the extent possible, any request
for access will be answered by the Staff
Secretary or a designated alternate
within ten working days (excluding Sat-
urdays, Sundays, and legal Federal holi-
days) of the receipt of the 1equest. In
the event that a response cannot be
made within this time, the requester will
be notified by mail of the ieasons for the
delay and the date upon which a reply
can be expected.

(d) The NSC response will forward a
copy of the requested materials unless
further identification or clarification of
the request is required. In the event ac-
cess is denied, the requestor shall be in-
formed of the reasons therefor and the
name and address of the individual to
whom an appeal should be directed.

§ 2102.15 Requirements for'requests to
amend records.

(a) Individuals wishing to amend a
record contained in the InSC systems of
records pertaining to them must submit a
request in writing to the Staff Secretary
of the NSC in accordance with the pro-
cedures set forth herein.

(b) All requests for amendment or
correction of a record must state con-
cisely the reason for requesting the
amendment. Such requests should in-
elude a brief statement which describes
tie information the requestor believes-
to be inaccurate, incomplete, or unnec-
essary and the amendment or correction
desired.

(c) To the extent possible, every re-
quest- for amendment of a record will
be answered within ten working days
(excluding Saturdays, Sundays, and
legal Federal holidays) of the receipt of
the request. In the event that a response
cannot be made within this time, the re-
questor will be notified by madl of the
reasons for the delay and the date upon
which a reply can be expected. A final
response to a request for amendment will
include the NSC Staff determination on
whether to grant or deny the request.
If the request is denied, the response will
include:

(1) The reasons for the decision;
(2) The name and address of the in-

dividual to whom an appeal should be
directed;

(3) A: description of the process for
review of the appeal within the NSC;
and
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(4)M description of any other pro-
cedures which may be required of the
individual in order to process the appeal.
§ 2101.21 Procedures for appeal of de.

termination to deny access to or
amendment of requested records.

(a) Individuals wishing to appeal an
NSC Staff denial of a request for access
or to amend a record concerning them
must address a letter of appeal to the
Staff Secretary of the NSC. The letter
must be received within thirty days from
the date of the Staff Secretary's notice
of denial and, at a minimum, should
Identify the following:

(1) The records involved;
(2) The dates of the initial request and

subsequent NSC determination: and
(3) A brief statement of the reasons

supporting the request for reversal of
the adverse determination.

(b) Within thirty working days (ex-
cluding Saturdays, Sundays and legal
Federal Holidays) of the date of receipt
of the letter of appeal, the Assistant to
the President for National Security Af-
fairs (hereinafter the "Assistant"), or
the Deputy Assistant to the President for
National Security Affairs (hereinafter
the "Deputy Assistant", acting in his
name, shall Issue a determination on
the appeal. In the event that a final de-
termination cannot be made within this
time period, the requestor will be in-
formed of the delay, the reasons therefor
and the date on which a final response
is 'expected.

(c) If the original request was for ac-
cess and the Initial determination is re-
versed, a copy of the records sought will
be sent to the individual. If the Initial de-

-termination is upheld, the requestor will
be so advised and Informed of the right
to judicial review pursuant to 5 US.C.
552a(g).

(d) If the initial denial of a request to
amend a record is reversed, the records
will be corrected and a copy of the.
amended record will be sent to the indi-
vidual. In the event the original decision
is upheld by the Assistant to the Presi-
dent, the requestor will be so advised and
informed in writing of his or her right
to seek Judicial review of the final agency
determination, pursuant to Section 552a
(g) of Title 5, U.S.C. In addition, the re-
questor will be advised of his right to
have a concise statement of the reasons
for disagreeing with the final determi-
nation appended to the disputed records.
This statement should be mailed to the
Staff Secretary within ten working days
(excluding Saturdays, Sundays, and legal
Federal Holidays) of the date .of the
requestor's receipt of the final determi-
nation.
§ 2102.31 Disclosure of a record to per-

sons other tan. the individual to
whom it pertains.

Except as provided by the Privacy Act.
5 U.S.C. 552a(b), the NSC will not dis-
close a record concerning an individual
-to another person or agency without the
prior written consent of the Individual to
whom the record pertains.
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§ 2102.41 Fees.
(a) Individuals will not be charged

for:
(1) The first copy of any record pro-

vided in response to a request for access
-or amendment;

(2). The search for, or review of, rec-
ords in NSC files;

(3) Any copies reproduced as a neces-
sary part of making a record or portion
thereof available to the individual.-

(b) After the first copy has been pro-
vided, records will be reproduced at the
rate of twenty-five cents per page for all
copying of four pages or more.

(c) The Staff Secretary may provide
copies of a record at no charge if it is
determined to be In the interest of the

* Government.
d) The Staff Secretary may require

that all fees be paid in full prior to the
issuance of the requested copies.

(e) Remittances shall be in the form
of'a personal check or bank draft drawn
on a bank In the United States, or a
postal money oider. Remittances shall be
made payable to the "United States
Treasury" and mailed to the Staff Sec-
retary, National Security Council, Wash-
ington, D.C. 20506.

) A receipt for fees paid will be given
only upon request. Refund of fees paid
for services actually rendered will not be
made.
§ 2102 .51 Penalties.

Title 18. U.S.C. section 1001. Crimes
and Criminal Procedures, makes it a
criminal offense, subject to a maximum
fine of $10,000 or imprisonment for not
more than five years or both, to know-
ingly and willfully make or cause to be
made any false or fraudulent statements
or represeztations in any matter within
the jurisdiction of any agency of the
United States. Section (1) (3) of the Pri-
vacy Act (5 U.S.C. 552a) makes it a mis-
demeanor, subject to a maximum fine
of $5,000, to knowingly and willfully re-
quest or obtain any record concerning
an individual under false pretenses. Sec-
tions (1) (1) and (2) of 5 U.S.C. 552a,
provide penalties for violations by agency
employees, of the Privacy Act or regula-
tions established thereunder.
§ 2102.61 Exemptions.

Pursuant to subsection (k) of the Pri-
vacy Act, (5 U.S.C. 552a), the Staff Sec-
retary has determined that certain NSC
systems of records may be exempt in part
from sections P53 (c) (3), (d), (e) (1), (e)
(4) (G), (H), (D, and CM of Title 5, and
from the provisions of these regulations.
These systems of records may contain
information which is classified pursuant
to Executive Order 11652. To the extent
that this occurs, records in the following
systems would be exempt under the pro-
vision of 5 U.S.C. 552a(k) (1) :
NSO 11--Central Research Index.
NSC 1.2-NSC CorrespondenceFiles.
NSC .-1-NSC Meetings Registry.
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NOTICE TO FEDERAL REGISTER READERS

As part of its continuing program to improveI the quality of the daily FEDERAL REGISTER and CODE OF
FEDERAL REGULATIONS, the Office of the Federal Register is soliciting-the views of interested persons on the
effectiveness of individual Federal Register-documents and on regulations contained in the CODE OF FEDERAL
REGULATIONS.'

Our goal is twofold:
First-to make each document published in the FEDERAL REGISTER easily understandable, thus making

compliance easier, more efficient, and less costly; and
Second-to identify and correct any existing Federal regulations which are obsolete, unnecessarily wordy,

or unclearly stated.
We believe this effort is consistent with the objectives stated by President Ford in his October 8th speech on

the economy in which he announced "a joint effort by the Congress, the executive branch and the private sector to
identify and eliminate existing Federal rules and regulations that increase costs to the consumer without any good
reason in today's economic climate." -

The Office of the Federal Register welcomes your comments and suggestions. The survey blank below is
provided for that purpose. All comments received will be maintained in a public- docket and wilt be available for
inspection in the Office of the* Federal Registerto any interested persons or agencies. Comments which point out
the need for substantive changes inrexisting regulations also will be forwarded to the responsible agency.

I. For the following reasons I found it difficult to understand the document from
in column , page of the issue of the

(agency) (date)
FEDERAL REGISTER:

El only technical language was used; L document contained long and difficult sentences;
-I preamble did not contain a- clear and concise' explanation of the document's purpose;

L- other (explain)

LI. I. believe that the requirement(s) contained in:

A. The document from in column , page of the
(agency)

issue of the FEDERAL REGISTER, or
(date)

B. Section(s) of Title of the CODE OF FEDERAL REGULATIONS

impose (s) an: El unnecessary; El unreasonable; El impractical; or E] obsolete
requirement on those persons subject to that regulation.

My reasons are:

III. (Optional) I suggest that the provision(s) mentioned above be rewritten as follows:

Please mail to: Nameand address (optional)

Office of the Federal Register
National Archives anrdRecords Service
General Services Administration
Washington, D.C. 20408


